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DEPARTMENT OF AGRICULTURE 


Animal and Plant Health Inspection 
Service 


9 CFR Part 78 


[Docket No. APHIS—2009-0083] 
RIN 0579-AD22 


Brucellosis Class Free States and 
Certified Brucellosis-Free Herds; 
Revisions to Testing and Certification 
Requirements 


AGENCY: Animal and Plant Health 
Inspection Service, USDA. 


ACTION: Final rule. 





SUMMARY: We are adopting as a final 
rule, with changes, an interim rule that 
amended the brucellosis regulations to, 
among other things, reduce the amount 
of testing required to maintain Class 
Free status for States that have been 
Class Free for 5 or more years and have 
no Brucella abortus in wildlife. This 
document amends the interim rule to 
change the age at which cattle and 
domestic bison are included in herd 
blood tests from 6 months to 18 months 
of age for all sexually intact cattle and 
domestic bison, except when 
conducting herd blood tests as part of 
affected herd investigations or other 
epidemiological investigations. In 
addition, the rule allows certain States 
the option of either conducting 
brucellosis ring tests and participating 
in the slaughter surveillance program or 
developing an alternative surveillance 
plan that would have to meet or exceed 
the level of disease detection provided 
by combined brucellosis ring testing and 
slaughter surveillance testing. The rule 
also makes several minor changes in 
order to clarify the regulations. These 
changes are necessary to create 
flexibility in the brucellosis program, to 
refocus resources to control and prevent 
the spread of brucellosis, and to protect 


and maintain the economic viability of 
the domestic livestock industry. 
DATES: Effective Date: December 10, 
2014. 


FOR FURTHER INFORMATION CONTACT: Dr. 
Mike Carter, Assistant Director, Cattle 
Health Center, Surveillance, 
Preparedness and Response Services, 
VS, APHIS, 4700 River Road Unit 43, 
Riverdale, MD 20737-1231; (301) 851— 
3510. 

SUPPLEMENTARY INFORMATION: 


Background 


Brucellosis is a contagious disease, 
caused by bacteria of the genus Brucella, 
that affects both animals and humans. 
The disease mainly affects cattle, bison, 
and swine; however, goats, sheep, 
horses, and humans are susceptible as 
well. In its principal animal hosts, it 
causes loss of young through 
spontaneous abortion or birth of weak 
offspring, reduced milk production, and 
infertility. There is no economically 
feasible treatment for brucellosis in 
livestock. In humans, brucellosis 
initially causes flu-like symptoms, but 
the disease may develop into a variety 
of chronic conditions, including 
arthritis. Humans can be treated for 
brucellosis with antibiotics. 

The brucellosis regulations, contained 
in 9 CFR part 78 (referred to below as 
the regulations), provide a system for 
classifying States or portions of States 
according to the rate of Brucella abortus 
(B. abortus) infection present and the 
general effectiveness of a brucellosis 
control and eradication program. The 
classifications are Class Free, Class A, 
Class B, and Class C. States or areas that 
do not meet the minimum standards for 
Class C status are required to be placed 
under Federal quarantine. Restrictions 
on moving cattle and bison interstate 
become less stringent as a State or area 
approaches or achieves Class Free 
status. 

Previously, the brucellosis Class Free 
classification had been based on a 
finding of no known brucellosis in cattle 
for the 12 months preceding 
classification as Class Free. In order to 
maintain Class Free classification, the 
regulations that were in place required 
Class Free States or areas to conduct 
surveillance by carrying out as many 
brucellosis ring tests per year as were 
necessary to ensure that all cattle herds 
producing milk for sale were tested at 
least twice per year at approximately 6- 


month intervals. In addition, the 
regulations had required Class Free 
States or areas to collect blood samples 
from at least 95 percent of all cows and 
bulls 2 years of age or over at each 
recognized slaughtering establishment 
and subject the samples to an official 
brucellosis test. The regulations further 
provided that a Class Free State or area 
may have no more than one herd 
determined to be affected with 
brucellosis within a 2-year period, and 
if a herd was found to be affected with 
brucellosis, the herd was required to be 
depopulated within 60 days of an 
infected animal being detected. If two or 
more herds were found to be affected 
with brucellosis within a 2-year period 
or if an affected herd was not 
depopulated within 60 days, the State or 
area lost its Class Free status. The 
regulations provided no exceptions to 
these requirements for reclassification. 


In an interim rule? effective and 
published in the Federal Register (75 
FR 81090-81096, Docket No. APHIS— 
2009-0083) on December 27, 2010, we 
amended the regulations to reduce the 
amount of testing required to maintain 
Class Free status for States that have 
been Class Free for 5 or more years and 
have no B. abortus in wildlife. The 
interim rule also removed the provision 
for automatic reclassification of any 
Class Free State or area to a lower status 
if two or more herds are found to have 
brucellosis within a 2-year period or if 
a single brucellosis-affected herd is not 
depopulated within 60 days. Further, 
the interim rule reduced the age at 
which most cattle are included in herd 
blood tests and also added a 
requirement that any Class Free State or 
area with B. abortus in wildlife develop 
and implement a brucellosis 
management plan (BMP) approved by 
the Administrator in order to maintain 
Class Free status. Finally, the interim 
rule provided an alternative testing 
protocol for maintaining the certified 
brucellosis-free status of dairy herds, to 
give dairy producers more flexibility for 
the herd certification process. These 
changes were necessary to refocus 
resources to control and prevent the 
spread of brucellosis and to protect and 
maintain the economic viability of the 
domestic livestock industry. 


1 To view the interim rule and the comments we 
received, go to hitp://www.regulations.gov/ 
#!docket Detail ;D=APHIS-2009-0083. 
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We solicited comments concerning 
the interim rule for 60 days ending 
February 25, 2011. We extended the 
deadline for comments until March 11, 
2011, in a document published in the 
Federal Register on February 4, 2011 
(76 FR 6322-6323). We received 30 
comments by that date. They were from 
private citizens, State agencies, industry 
groups, animal welfare organizations, 
environmental groups, and members of 
Congress. The commenters raised a 
number of issues, which are discussed 
below by topic. 


Depopulation and Indemnity 


As stated in the interim rule, the 
Animal and Plant Health Inspection 
Service (APHIS) no longer uniformly 
recommends whole herd depopulation 
for disease management for various 
reasons, including the fact that the 
number of brucellosis-infected animals 
found in a herd is often small. When 
depopulation and indemnity are not 
considered appropriate, affected herds 
may be maintained under quarantine 
and periodically tested. Those animals 
that do not test negative for brucellosis 
will be removed and destroyed. 

Many of the commenters stated that, 
in some cases, depopulation may be the 
most cost-effective option for reducing 
the spread of brucellosis, for example 
when herd quarantine conditions 
prevent access to public grazing sites. 
Therefore, they stated that depopulation 
should remain an option and that 
APHIS should pay indemnity at fair 
market value for depopulating herds in 
such situations. 

Depopulation with indemnity remains 
an option for mitigating the risk of 
spread of brucellosis. However, there is 
little fiscal or scientific justification to 
depopulate, for example, a herd in an 
area where brucellosis is endemic in 
wildlife and wildlife is considered the 
most likely source of infection. Whole- 
herd depopulation under such 
circumstances does little to eliminate 
the source of infection. The decision to 
depopulate will be made on a case-by- 
case basis as a joint decision between 
State animal health officials and APHIS 
and will be based on the specific herd 
situation, epidemiologic factors, herd 
owner considerations, the ability to 
devise and execute an acceptable 
affected herd plan, and the availability 
of indemnity funds. 

We are continuing to work toward a 
new direction for both the bovine 
brucellosis and bovine tuberculosis 
programs and are developing a rule to 
revise the regulations regarding both 
programs. 

Two commenters asked that, in the 
event that herds are quarantined, APHIS 


consider ways to help livestock 
producers remain economically viable if 
their herds are unable to access public 
grazing land for long periods of time. 
The commenters suggested providing 
alternate food sources or providing 
other land that could be used for 
grazing. 

While APHIS does not have 
jurisdiction over land use, we continue 
to work with other State and Federal 
agencies to explore ways to assist 
livestock producers in complying with 
the regulations and will consider the 
specific herd situation when 
determining the best course of action 
upon discovering brucellosis in a herd. 

In the interim rule, we stated as part 
of our reasoning for reevaluating our 
universal recommendation for whole 
herd depopulation that, in addition to 
changing social values, the ‘‘recognition 
of the environmental consequences of 
animal disposal and the value of 
proteins derived from livestock” impel 
us to consider new approaches to 
disease control. One commenter asked 
APHIS to clarify these statements, 
stating that they are misleading given 
that brucellosis reactors and 
depopulated animals enter the food 
chain. 

We recognize that, upon 
depopulation, test-negative, brucellosis- 
exposed animals may go through normal 
slaughter channels and enter the food 
chain. For animals exposed to 
brucellosis, as opposed to other diseases 
such as bovine tuberculosis, this has 
been and remains an acceptable 
disposal option. However, we continue 
to believe that it is difficult to justify the 
depopulation of an entire herd of 
valuable breeding or dairy cattle when 
only a few animals in the herd may be 
brucellosis reactors. A viable alternative 
to whole herd depopulation is a risk- 
based affected-herd management plan 
that includes test-and-removal protocols 
and mitigation strategies to prevent 
intraherd transmission of disease. 


Reclassification 


As stated in the interim rule, when a 
Class Free State or area maintains all 
affected herds under quarantine and 
applies adequate measures within the 
State to detect and prevent the spread of 
brucellosis, including from infected 
wildlife, APHIS does not believe it is 
necessary to reclassify the State or area 
to a lower status or to restrict the 
interstate movement of all cattle and 
bison from the State or area in order to 
prevent the interstate spread of 
brucellosis. Therefore, we removed the 
requirement that a Class Free State or 
area must lose its Class Free status if 
two or more herds are found to have 


brucellosis within 24 months or if a 
brucellosis-affected herd is not 
depopulated within 60 days. 

Two commenters expressed concerns 
regarding the removal of the 
requirement that a Class Free State or 
area may have no more than one 
affected herd in a 2-year period in order 
to maintain its status. Several 
commenters asked for specifics of when 
a State would be reclassified from Class 
Free to a lower status. One commenter 
said it was not appropriate to designate 
a State or area as Class Free if a number 
of herds within the State or area are 
being held under quarantine and 
suggested a new designation for such 
States or areas. One commenter stated 
that APHIS should adopt a process 
similar to that already in place for the 
bovine tuberculosis program for 
determining when to release herds from 
quarantine. 

Reclassification from Class Free to a 
lower status will occur on a case-by-case 
basis when we determine that 
additional restrictions on the movement 
of all cattle from a State are necessary 
to prevent the interstate spread of B. 
abortus. However, in general, we intend 
to use a science-based, designated 
surveillance area approach that 
addresses disease risk more effectively 
than the geopolitical, State-based 
approach we had previously used. This 
change also reflects the World 
Organization for Animal Health (OIE) 
concept of regionalization by 
designating disease management areas 
to facilitate disease risk mitigation, 
allow flexibility in modifying 
boundaries, and provide confidence in 
the United States’ disease-free 
designation. In addition, it enables 
APHIS to focus resources on geographic 
areas where B. abortus actually exists, 
while minimizing the economic impact 
on producers. New designations for 
State status based on risk and risk 
mitigation is one of the components 
under discussion in the development of 
the comprehensive bovine brucellosis 
and tuberculosis rulemaking. 

A process similar to the process in 
place for releasing herds from 
quarantine for tuberculosis is already in 
place for releasing herds from 
quarantine for brucellosis in paragraph 
(b)(4)(i) under the definition for Class 
Free State or area. 


Slaughter Surveillance 


In the interim rule, we removed the 
requirement for each State to collect 
blood samples from at least 95 percent 
of all cows and bulls 2 years of age or 
over at each recognized slaughtering 
facility and subject the samples to an 
official brucellosis test. Instead, we 
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amended the regulations to require all 
recognized slaughtering establishments 
in States or areas that have been Class 
Free for 5 or more years and have no B. 
abortus in wildlife, upon request by 
APHIS, to agree to participate in 
slaughter surveillance testing as part of 
a new national bovine brucellosis 
surveillance plan being developed by 
APHIS. 

Several commenters asked how 
adequate slaughter surveillance would 
be achieved given that the majority of 
cattle from States that have B. abortus in 
wildlife or that have been Class Free for 
less than 5 years move interstate for 
slaughter to facilities in States that have 
been Class Free for 5 years or more and 
that do not have B. abortus in wildlife. 
The commenters expressed concern that 
there would be a disincentive to accept 
cattle from States that have brucellosis 
in wildlife or that have been Class Free 
for less than 5 years. 

We recognize that the majority of 
cattle from States that have B. abortus in 
wildlife go to slaughter in States that 
have been Class Free for 5 years or more 
and that do not have B. abortus in 
wildlife. However, the revised slaughter 
surveillance sampling strategy will not 
impact the adequacy of surveillance 
since all recognized slaughter 
establishments, regardless of duration of 
Class Free status or presence of B. 
abortus in wildlife, must agree to 
participate in surveillance testing upon 
request by APHIS as part of the national 
brucellosis surveillance plan. Slaughter 
establishments that will be receiving 
cattle from States or areas that have B. 
abortus in wildlife or that have been 
Class Free for less than 5 years were 
chosen to participate in the testing 
because they already accept such cattle, 
and it is important to continue 
surveillance in these higher-risk 
populations. As there is no difference in 
the collection of samples at slaughter 
from cattle from States that have been 
Class Free for 5 years or more and that 
do not have B. abortus in wildlife and 
samples taken from cattle from other 
States, or the proportion of cattle from 
which samples are taken, there will not 
be a disincentive for slaughter plants to 
accept certain cattle. 

One commenter stated that a 
standardized testing protocol should 
allow for the use of additional 
brucellosis tests when deemed 
necessary. 

The standardized testing protocol 
being implemented as part of the new 
national bovine brucellosis surveillance 
strategy is specifically for the initial 
testing of all bovine brucellosis 
slaughter surveillance samples. Any 
samples that test other than negative for 


bovine brucellosis will be appropriately 
classified and subjected to additional 
testing and epidemiological 
investigation at the discretion of a 
designated brucellosis epidemiologist. 
This would include the use of other 
official brucellosis serology tests. 

One commenter expressed concern 
regarding the removal through the 
interim rule of the requirement for 
twice-yearly brucellosis ring testing of 
dairy cattle herds producing milk for 
sale in States that have been Class Free 
for 5 or more years and do not have 
brucellosis in wildlife. 

In 2006, the National Surveillance 
Unit (NSU) of Veterinary Services’ (VS) 
Centers for Epidemiology and Animal 
Health (CEAH) evaluated the brucellosis 
program surveillance activities and 
identified redundancies and imbalances 
in surveillance testing. In 2007, NSU 
provided recommendations based on 
this evaluation to a Federal-State 
Working Group on National Brucellosis 
Surveillance Planning. The NSU 
evaluation determined that first point 
testing and brucellosis ring testing were 
redundant when combined with 
slaughter surveillance because, often, 
market and dairy cattle are tested 
repeatedly, providing no greater value 
over the original negative test. This 
finding led to our decision to remove 
the requirement for twice-yearly 
brucellosis ring testing of dairy cattle 
herds producing milk for sale in States 
that have been Class Free for 5 or more 
years and do not have brucellosis in 
wildlife. A document titled ‘‘National 
Brucellosis Surveillance Strategy,” 
available at http://www.aphis.usda.gov/ 
animal _health/animal_ diseases/ 
brucellosis/downloads/natl_ bruc_surv_ 
strategy.pdf, describes the new national 
brucellosis surveillance strategy, its 
goals and objectives, and the basis and 
rationale for the surveillance activities 
used. 

One commenter expressed the hope 
that APHIS will publish the draft of the 
new national bovine brucellosis 
surveillance plan and solicit public 
comment, stating that APHIS is likely 
legally obligated to do so under the 
Administrative Procedure Act. 

In the “Concept Paper for a New 
Direction for the Bovine Brucellosis 
Program,’’ which we made available for 
public comment in a notice published 
in the Federal Register on October 5, 
2009 (74 FR 51115-51116, Docket No. 
APHIS-—2009—0006), we announced our 
intention to develop a national 
surveillance strategy for brucellosis, 
which would involve revisions to the 
brucellosis regulations. Any further 
revisions to the brucellosis regulations 


will also be made available for public 
comment. 

Approved backtags provide unique 
identification for individual animals. 
One commenter asked how the reduced 
slaughter surveillance sampling will 
affect the brucellosis back-tagging 


program. 
Use of U.S. Department of Agriculture 


(USDA) approved backtags will 
continue to be a viable option for 
identifying cattle moving to slaughter. 
The use of USDA approved backtags is 
independent of the brucellosis program; 
therefore, the decrease in bovine 
brucellosis slaughter surveillance 
detailed in the interim rule will not 
affect the option of using backtags to 
identify cattle moving to slaughter. 


Brucellosis Management Plans and 
Memorandum of Understanding 


One commenter asked for specifics of 
the memorandum of understanding 
(MOU) required in the interim rule and 
stated that Federal wildlife agencies 
must also work toward controlling 
brucellosis, since most infected wildlife 
occurs on Federal lands, and State 
wildlife agencies do not have the 
resources to control brucellosis on their 
own. 

The MOU is an agreement signed by 
the State and APHIS indicating that the 
State will develop a BMP. As stated in 
the interim rule, it is the BMP that must 
define and explain the basis for the 
geographic area in which the disease 
risk exists and to which the BMP 
activities apply; describe epidemiologic 
assessment and surveillance activities to 
identify occurrence of B. abortus in 
domestic livestock and wildlife and 
potential risks for spread of disease; and 
describe mitigation activities to prevent 
the spread of B. abortus from domestic 
livestock and/or wildlife, as applicable, 
within or from the brucellosis 
management area. We would expect that 
States’ animal health and wildlife 
agencies would work cooperatively with 
their Federal agency counterparts in the 
development of BMPs. 

One commenter asked if the 
Department of the Interior’s National 
Park Service would be included in the 
MOU, given that a number of 
brucellosis-infected elk and bison reside 
within the Yellowstone and Grand 
Teton National Parks. 

The MOU and accompanying BMP are 
an agreement between APHIS and the 
State. APHIS does not have jurisdiction 
or authority over national park lands. 
Therefore, we cannot require that the 
National Park Service sign the MOU. As 
noted, we would expect that States’ 
animal health and wildlife agencies 
would work cooperatively with their 
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Federal agency counterparts, such as the 
National Park Service, in the 
development of BMPs. 

Several commenters expressed 
concern about who holds legal authority 
over wildlife. One commenter stated 
that APHIS does not have legal 
authority over wildlife and that, 
therefore, requiring BMPs to be 
approved by the Administrator is illegal 
and usurps the authority of individual 
States. One commenter stated that, in 
most cases, State agriculture or animal 
health officials do not have authority 
over wildlife; therefore, the commenter 
asked whether it would be acceptable if 
the Commissioner of Agriculture of the 
State submits the MOU. 

APHIS has the authority to require 
livestock moving in interstate commerce 
to be safeguarded from exposure to B. 
abortus in wildlife if such requirements 
are necessary to prevent the spread of B. 
abortus. In addition, APHIS is 
authorized under the Animal Health 
Protection Act (AHPA, 7 U.S.C. 8301 et 
seq.) to cooperate and enter into 
contracts, cooperative agreements, 
MOUs, or other agreements with other 
Federal agencies, States or political 
subdivisions of States, national or local 
governments of foreign countries, 
domestic or international organizations 
or associations, Indian tribes and other 
persons in order to promulgate 
regulations and issue orders as deemed 
necessary to protect animal health, the 
health and welfare of the people of the 
United States, the economic interests of 
livestock and related industries of the 
United States, the environmental health 
of the United States, and interstate 
commerce and foreign commerce of the 
United States in animals and other 
related articles. As stated in the interim 
rule, the State must sign an MOU with 
the APHIS Administrator that describes 
its BMP. The term “‘State”’ refers to all 
State agencies with the appropriate 
authority over management plan 
activities. In certain States this may 
mean that multiple signatures may be 
needed on the MOU. States will 
determine, based on their individual 
State government structures, the 
appropriate authority to submit the 
MOU. 

One commenter asked what would be 
acceptable as a BMP and how the 
Administrator would determine 
whether a BMP was implemented 
appropriately. One commenter asked 
what the appeals process would be if 
APHIS does not approve a State’s BMP. 

As stated previously, the BMP must 
define and explain the basis for the 
geographic area in which the disease 
risk exists and to which the BMP 
activities apply; describe epidemiologic 


assessment and surveillance activities to 
identify occurrence of B. abortus in 
domestic livestock and wildlife and 
potential risks for spread of disease; and 
describe mitigation activities to prevent 
the spread of B. abortus from domestic 
livestock and/or wildlife, as applicable, 
within or from the brucellosis 
management area. We anticipate that 
APHIS, State wildlife agencies, and 
Federal wildlife agencies would work 
cooperatively to develop and implement 
the State’s BMP. Once submitted, 
APHIS would review the BMP along 
with the State and would discuss and 
resolve any concerns together prior to 
approval. The MOU for the BMP would 
then be signed by the Administrator. 
States would have to submit annual 
reports that would reflect 
implementation of the activities 
described in the BMP. States are 
provided the opportunity to respond to 
and provide additional information if 
necessary to address any deficiencies or 
concerns noted in APHIS’ review of the 
annual report. 

Several commenters stated that the 
wildlife agencies of Wyoming, Idaho, 
and Montana already have established 
brucellosis management protocols. One 
commenter stated that these should only 
be revised if appropriate. A second 
commenter stated that if APHIS wants 
revisions to Wyoming’s plan, then 
APHIS needs to offset the costs 
associated with the revisions. One 
commenter detailed Wyoming’s 
surveillance program for wildlife and 
asked whether APHIS believes it meets 
the definition of ‘“‘adequate 
surveillance”’ as mentioned in the 
interim rule. 

We recognize that these three States 
in the Greater Yellowstone Area (GYA) 
have already developed brucellosis 
management protocols. In fact, the 
protocols served as the basis for the 
development of the BMPs required 
under paragraph (c) under the definition 
for Class Free State or area for all three 
GYA States, which have been approved 
and are now in place. APHIS 
understands and shares the concerns 
regarding the development and funding 
of cooperative agreements to support 
brucellosis activities, including BMP 
activities, in the GYA States. We are 
committed to continuing to explore all 
possible funding options for GYA 
brucellosis efforts and to frequently 
communicating with the State animal 
health officials regarding available 
resources. 


Resources and Funding 


Many commenters asked for specifics 
regarding the availability and allocation 
of resources, including personnel and 


Federal funding, for implementing 
surveillance and BMP activities 
mentioned in the interim rule. 

We are committed to providing all 
available Federal funding, continuing to 
explore all possible funding options, 
and frequently communicating with 
State animal health officials regarding 
available resources. We continue to 
work with States to effectively and 
efficiently apply these limited 
resources, 

Testing Age 

Prior to the interim rule, we required 
the following sexually intact cattle and 
bison to be included in herd blood tests: 

e Cattle and bison 6 months of age 
and older if not vaccinated; 

e Cattle and bison 20 months of age 
and older if vaccinated and a dairy 
breed; 

e Cattle and bison 24 months of age 
and older if vaccinated and a beef breed; 
and 

e Cattle and bison of any age if 
vaccinated and parturient or post- 
parturient. 

These age requirements were 
established because the previously used 
B. abortus Strain 19 vaccine had the 
propensity to cause false positive test 
results in younger vaccinated animals. 
However, because the B. abortus RB 51 
vaccine that is now in use, and that has 
been in use for the past 13 years, does 
not have the propensity to cause false 
positive test results, the interim rule 
amended our definition of herd blood 
test to require that all sexually intact 
cattle and bison 6 months of age and 
older be included in all herd blood tests 
(vaccinated cattle and bison of any age 
that are parturient or post-parturient 
will continue to be included in herd 
blood tests). This change was intended 
to ensure that brucellosis is detected in 
younger animals that may be infected. 

Many commenters expressed concern 
regarding the reduction in testing age to 
6 months because they felt that the 
testing would not be practical or 
necessary, or would present a financial 
burden to producers. Two commenters 
asked for clarification of whether this 
reduction in testing age to 6 months 
pertains only to cattle tested during an 
epidemiological investigation or 
whether it also applies to cattle tested 
prior to interstate movement. One 
commenter suggested that if the 
reduction in testing age to 6 months was 
onerous to producers, the testing age 
should be reduced to 12 months. 

Based on the commenters’ concerns, 
we have reevaluated the change. In this 
final rule, we are changing the age of 
cattle and bison to be included when 
conducting herd blood tests in order to 
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harmonize it with the age of testing for 
test-eligible cattle and bison for 
interstate movement that are not official 
vaccinates or that are official calfhood 
vaccinates which are parturient or 
postparturient. Currently, test-eligible 
cattle and bison are defined in § 78.1 as: 

e Cattle and bison which are not 
official vaccinates and which have lost 
their first pair of temporary incisors (18 
months of age or over), except steers and 
spayed heifers; 

e Official calfhood vaccinates 18 
months of age or over which are 
parturient or postparturient; 

e Official calfhood vaccinates of beef 
breeds or bison with the first pair of 
permanent incisors fully erupted (2 
years of age or over); and 

e Official calfhood vaccinates of dairy 
breeds with partial eruption of the first 
pair of permanent incisors (20 months 
of age or over). 

Harmonizing these ages so that whole 
herd blood testing includes cattle 18 
months of age or over is desirable 
because it provides a standard testing 
age, thereby preventing confusion. In 
addition, raising the age at which cattle 
and bison are required to be included in 
whole herd blood tests would address 
some of the concerns raised by 
commenters. Testing all cattle and bison 
18 months old and older targets sexually 
mature animals, which present the 
greatest risk for transmission of 
brucellosis. Steers and spayed heifers 
are exempt from testing when 
conducting herd blood tests. Therefore, 
we are changing the age of cattle and 
bison to be included in the herd blood 
tests to 18 months of age and older for 
all sexually intact cattle and domestic 
bison, except when conducting herd 
blood tests as part of affected herd 
investigations or other epidemiological 
investigations or when the 
Administrator determines testing at a 
younger age is necessary to prevent the 
spread of brucellosis. 

We are also changing the age of 
testing for test-eligible cattle and bison 
for interstate movement that are official 
calfhood vaccinates and that are beef or 
dairy breeds. As previously stated, the 
B. abortus Strain 19 vaccine had the 
propensity to cause false positive test 
results in younger vaccinated animals. 
This was particularly a problem for beef 
and dairy breeds, which led to the 
current required testing ages. As the 
propensity for false positive test results 
has been eliminated, we are now able to 
lower the age at which beef and dairy 
breeds are eligible for testing. Besides 
ensuring that more animals are included 
in brucellosis testing, this change will 
add further consistency to the age at 
which cattle and bison are tested for 





brucellosis, further preventing 
confusion. 


Surveillance Activities 


One commenter stated that blood 
testing for cattle leaving surveillance 
areas should be maintained, but that 
tattooing and random blood testing 
within a surveillance area is 
counterproductive and unnecessary 
given that it has yet to detect an 
infection that is not related to traceback 
from an already known infection. One 
commenter stated that requiring a herd 
test prior to interstate movement would 
be an undue burden on producers and 
that the State of Wyoming’s requirement 
for a test within 30 days of movement 
is sufficient to prevent disease spread. 
One commenter stated that testing 
regimens should follow standard 
acceptable testing intervals such as 
those outlined in the Brucellosis 
Uniform Methods and Rules or as part 
of an approved herd plan for that 
particular herd. 

We disagree with the commenter that 
tattooing and random blood testing 
within a surveillance area (the 
geographic area described in a State’s 
BMP) are unnecessary and 
counterproductive. The recent case of 
brucellosis in a domestic bison herd 
within Montana was found due to blood 
testing as part of Montana’s designated 
surveillance area herd management 
plan. This rulemaking does not include 
any changes to the current interstate 
movement requirements as reflected in 
9 CFR part 78. This rulemaking does 
require a State, under certain 
conditions, to develop a brucellosis 
management plan that includes 
mitigation activities to prevent the 
spread of B. abortus from domestic 
livestock and/or wildlife, as applicable, 
within or from the brucellosis 
management area. As part of the plan, 
the individual State may include 
requirements for testing prior to 
movement of animals. Testing animals 
prior to movement is intended to reduce 
the potential for disease transmission 
and to mitigate risk. We agree that 
standard acceptable testing intervals 
and testing as part of an approved herd 
plan are important brucellosis risk 
mitigations. 

Wildlife 

One commenter did not support test 
and remove strategies as a general 
brucellosis management tool for wildlife 
species. Another commenter stated that, 
rather than focusing on removal of 
infected wildlife, it makes more sense to 
focus financial resources and efforts on 
brucellosis testing of live animals 
moving out of, or even into, designated 


surveillance areas, but that testing 
should not only be focused on the GYA. 

The test-and-remove strategy 
mentioned in the interim rule is 
intended for use in herds of domestic 
livestock and not on wildlife. We expect 
that States will develop appropriate 
strategies to mitigate the possible risk 
involved in the intrastate movement of 
livestock and wildlife into or out of 
designated surveillance areas. States 
that present a higher risk of the spread 
of brucellosis (i.e., those that have not 
been Class Free for 5 or more years and/ 
or that have brucellosis in wildlife) are 
expected to address the risk of the 
spread of brucellosis between domestic 
livestock and wildlife in their BMP 
required by the regulations. 

Several commenters expressed 
concern about the transmission of 
brucellosis from elk to cattle in the 
GYA. Three commenters stated that 
studies should be undertaken in 
collaboration with wildlife agencies to 
determine the cause behind the increase 
in frequency of brucellosis transmission 
from elk to cattle. Two of these 
commenters stated that APHIS should 
shut down elk feeding grounds, as they 
contribute to high brucellosis 
prevalence in elk. 

We agree that more research is needed 
regarding the transmission of brucellosis 
from elk to cattle. APHIS participates in 
the Consortium for the Advancement of 
Brucellosis Science, whose mission 
includes identifying research priorities, 
securing funding, and generating 
requests for short- and long-term 
projects. This consortium is composed 
of wildlife agency officials, university 
researchers, and others, including many 
officials from the GYA. We believe that 
this consortium is an ideal forum to 
work collaboratively to study the 
transmission of brucellosis from elk to 
cattle within the GYA. 

While we recognize the commenters’ 
concern regarding the possibility of 
transmission of brucellosis from elk to 
domestic cattle and bison via elk 
feeding grounds, elk feeding grounds are 
under State rather than Federal 
jurisdiction. Therefore, APHIS does not 
have the authority to shut down these 
elk feeding grounds. 


Miscellaneous 


Several commenters asked that APHIS 
work with other agencies and 
organizations to develop a more 
effective brucellosis vaccine. 

We agree with the commenters 
regarding the development of more 
effective brucellosis vaccines. As 
mentioned previously, APHIS 
participates in the Consortium for the 
Advancement of Brucellosis Science. 
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We believe that this consortium is an 
ideal forum for brucellosis vaccine 
research. 

One commenter stated that the 
reference to calfhood vaccination in the 
definition for Class Free State or area 
should be removed because those 
references encourage cattle owners in 
Class Free States to vaccinate their 
calves in order to limit the amount of 
blood testing on the herd. The 
commenter further stated that calfhood 
vaccination should only be encouraged 
in areas with brucellosis in wildlife. 

We disagree with the commenter that 
the regulations encourage cattle owners 
in Class Free States to vaccinate calves 
in order to limit herd blood testing. 
While APHIS recommends calfhood 
vaccination in high risk areas, such as 
States or areas that have been Class Free 
for less than 5 years and/or that have 
brucellosis in wildlife, the Federal 
brucellosis program does not require 
vaccination. In addition, we are 
harmonizing the age of testing for herd 
blood tests and test-eligible cattle and 
bison for interstate movement to require 
that all sexually intact cattle and 
domestic bison 18 months of age and 
older, regardless of vaccination status, 
be included in herd blood testing, 
except in specific circumstances 
previously described. This change will 
eliminate any possible incentive for 
cattle owners to vaccinate their calves in 
order to limit herd blood testing. 

One commenter stated that APHIS 
must provide an explanation of how we 
complied with the National 
Environmental Policy Act of 1964 
(NEPA) in preparing the interim rule, 
whether that is making the 
environmental assessment available or, 
if categorically excluded, providing an 
explanation of why the rule was 
excluded from analysis. 

As required under NEPA, agencies 
must consider the potential 
environmental effects of Federal actions, 
including potential effects on human 
health. Under APHIS’ NEPA 
implementing procedures in 7 CFR 
372.5(c)(1), certain measures are 
categorically excluded from the need for 
an environmental assessment or 
environmental impact statement due to 
their routine nature. These routine 
measures include monitoring, 
inspections, quarantines, testing and 
identification of animal herds for 
disease, and permanent identification of 
animals. Because the interim rule 
involved routine activities related to the 
regulation of the interstate movement of 
domestic cattle and bison to prevent the 
spread of brucellosis and presented 
negligible environmental impact, the 


interim rule was categorically excluded 
from NEPA review. 

One commenter stated that, under the 
definition for Class Free State or area in 
paragraph (a)(2)(iii) involving 
epidemiological surveillance, the word 
“bison” should be included whenever 
cattle are referenced. One commenter 
stated that we should clarify that the 
testing and movement requirements in 
the regulations apply to domestic bison 
and that the terms ‘“‘herd”’ and “‘bison”’ 
need to be clearly defined to refer to 
either domestic or wild bison, as 
appropriate. Another commenter stated 
that, except for the first reference to 
bison within the interim rule, all other 
references to bison should be changed to 
domestic bison. 

The provisions of the AHPA apply 
only to livestock, and thus only to cattle 
and domestic bison, for purposes of 
interstate movement. Therefore, we do 
not believe it is necessary to amend the 
regulations to specifically refer to 
domestic bison. However, we agree that 
the word “‘bison,”’ referring to domestic 
bison, should be included whenever 
cattle are referenced. Therefore, we are 
amending 9 CFR part 78 to include the 
word “bison’’ where appropriate. 

The definition of Class Free State or 
area in § 78.1, as revised by the interim 
rule, states that “if any herds of other 
species of domestic livestock have been 
found to be affected with brucellosis, 
they must be subjected to an official test 
and found negative, slaughtered, or 
quarantined”’ in order to maintain Class 
Free State status. These actions are 
intended to ensure that no foci of 
brucellosis in any species of domestic 
livestock are left uncontrolled. Two 
commenters asked that we define “other 
herds or species.” 

These other species of domestic 
livestock would include those species of 
domestic livestock, such as swine or 
captive cervids, that are susceptible to 
and pose a risk of further spread of B. 
abortus. We do not believe it is 
necessary to define other herds or 
species in the regulations. 

Paragraph (b)(4) of the definition for 
Class Free State or area involves herd 
infection rates. One commenter stated 
that the words ‘“‘continued detection”’ in 
that paragraph should be clarified as, 
according to the commenter, continued 
detection of brucellosis in the GYA is 
proof that the surveillance system is 
working as intended. 

The words “continued detection” 
refer to an increasing herd infection rate 
within a State or area during any 12 
consecutive months, which could 
potentially indicate the need for 
reclassification to a lower status. 
Traditionally, a State’s brucellosis class 


status has been predicated on a set herd 
infection rate. The interim rule removed 
the requirement for the reclassification 
of a State’s Class Free status to a lower 
status based strictly on a herd infection 
rate and provides flexibility in 
reclassifying States or areas based on 
risk. To clarify this intent, we are 
moving the provision in paragraph (b)(4) 
under the definition for Class Free State 
or area that the Administrator may 
reclassify a State or area to a lower 
status upon finding that continued 
detection of brucellosis presents a risk 
that the disease will spread to the 
introductory paragraph of the definition 
for Class Free State or area before the 
words “Any reclassification will be 
made in accordance with § 78.40 of this 
part.”” Section 78.40 describes the 
process by which States may be 
reclassified to a lower status. 

In paragraph (a)(1)(ii) of the definition 
of Class Free State or area, the interim 
rule required States or areas that have 
not been Class Free for 5 consecutive 
years or more or that have brucellosis in 
wildlife to carry out brucellosis ring 
testing or other official brucellosis milk 
testing approved by the Administrator, 
and participate in slaughter 
surveillance. However, some of those 
States or areas may be able to achieve 
the same level of surveillance through 
means other than brucellosis ring testing 
and slaughter surveillance, which could 
be more efficient for these States or 
areas. To account for this situation, we 
are adding a paragraph (a)(1)(ii)(C) 
under the definition for Class Free State 
or area to allow States or areas that have 
not been Class Free for 5 consecutive 
years or longer or that have B. abortus 
in wildlife to develop an alternative 
surveillance plan in conjunction with 
the State animal health official and the 
area veterinarian in charge. Therefore, 
these States would have the option of 
either conducting brucellosis ring tests 
and participating in the slaughter 
surveillance program or they must 
develop an alternative surveillance plan 
that would have to meet or exceed the 
level of disease detection provided by 
combined brucellosis ring testing and 
collection of blood samples from at least 
95 percent of test eligible slaughter 
cattle slaughtered within the States. The 
alternative surveillance plan would 
have to be approved by the 
Administrator. Making this change will 
create flexibility in the brucellosis 
program. 

Therefore, for the reasons given in the 
interim rule and in this document, we 
are adopting the interim rule as a final 
rule, with the changes discussed in this 
document. 
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This final rule also affirms the 
information contained in the interim 
rule concerning Executive Orders 
12866, 12372, and 12988. 

Further, this action has been 
determined to be not significant for the 
purposes of Executive Order 12866 and, 
therefore, has not been reviewed by the 
Office of Management and Budget. 


Regulatory Flexibility Act 


This final rule follows an interim rule 
that amended the regulations to reduce 
the amount of testing required to 
maintain Class Free status for States that 
have been Class Free for 5 or more years 
and have no Brucella abortus in 
wildlife. The interim rule also removed 
the provision for automatic 
reclassification from Class Free to Class 
A if two or more herds are found to have 
brucellosis within a 2-year period or if 
a single brucellosis-affected herd is not 
depopulated within 60 days. One of the 
changes that the interim rule made to 
the brucellosis regulations contained in 
9 CFR part 78 was to require that all 
sexually intact cattle and bison 6 
months of age and older be included in 
all herd blood tests. This final rule 
changes the age at which all sexually 
intact cattle and domestic bison are 
included in herd blood tests from 6 
months to 18 months. 

With this rule, producers will forgo 
payment of testing fees for sexually 
intact animals between 6 and 18 months 
of age when performing whole herd 
tests. For both elective and program- 
required herd blood tests, increasing the 
minimum testing age will benefit 
producers by (i) reducing the number of 
animals required to be tested and 
therefore the time and labor expended 
in gathering and handling animals for 
testing, and (ii) eliminating any stress- 
induced weight loss related to herd 
blood testing of sexually intact animals 
between 6 and 18 months of age. In 
recent years, about 500,000 head of 
cattle have been included in herd blood 
tests annually. Approximately 70 to 80 
percent of this testing has been elective. 

Based on Small Business 
Administration standards and data from 
the 2012 Census of Agriculture, the 
majority of beef and dairy operations are 
small. This rule will result in cost 
savings for many of these operations, 
and will not have a significant economic 
impact on a substantial number of small 
entities. 

Under these circumstances, the 
Administrator of the Animal and Plant 
Health Inspection Service has 
determined that this action will not 
have a significant economic impact on 
a substantial number of small entities. 


Paperwork Reduction Act 


In accordance with section 3507(d) of 
the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501 et seq.), the information 
collection or recordkeeping 
requirements included in this final rule 
have been submitted for approval to the 
Office of Management and Budget 
(OMB). When OMB notifies us of its 
decision, we will publish a document in 
the Federal Register. 


E-Government Act Compliance 


The Animal and Plant Health 
Inspection Service is committed to 
compliance with the E-Government Act 
to promote the use of the Internet and 
other information technologies, to 
provide increased opportunities for 
citizen access to Government 
information and services, and for other 
purposes. For information pertinent to 
E-Government Act compliance related 
to this rule, please contact Ms. Kimberly 
Hardy, APHIS’ Information Collection 
Coordinator, at (301) 851-2727. 


List of Subjects in 9 CFR Part 78 


Animal diseases, Bison, Cattle, Hogs, 
Quarantine, Reporting and 
recordkeeping requirements, 
Transportation. 

Accordingly, the interim rule 
amending 9 CFR part 78 that was 
published at 75 FR 81090-81096 on 
December 27, 2010, is adopted as a final 
rule with the following changes: 


PART 78—BRUCELLOSIS 


w 1. The authority citation for part 78 
continues to read as follows: 


Authority: 7 U.S.C. 8301-8317; 7 CFR 
2.22, 2.80, and 371.4. 


w 2. Section 78.1 is amended as follows: 
@ a. In the definitions for official brand 
inspection certificate, official brand 
recording agency, and originate, by 
adding the words “‘or bison”’ after the 
word “‘cattle’’ each time it appears. 

w b. In the definitions for Class A State 
or area, Class B State or area, and Class 
C State or area, in paragraphs (a)(3) and 
(b)(1), by adding the words ‘‘or bison’’ 
after the word “‘cattle’’ each time it 
appears. 

wc. The definition for Class Free State 
or area is amended as follows: 

w i. In the introductory text, by adding 

a sentence before the third sentence. 

gw ii. By revising paragraph (a)(1)(ii) 
introductory text. 

@ iii. By adding a new paragraph 
(a)(1)Gi)(C). 

gw iv. In paragraphs (a)(2)(iii)(A) and 
(a)(2)(iii)(B), by adding the words “‘or 
bison” after the word “‘cattle’”’ each time 
it appears. 


w v. In paragraph (b)(1), by adding the 
words “and bison”’ after the word 
“cattle”. 
@ vi. In paragraph (b)(4) introductory 
text, by removing the words ‘‘; provided 
that the Administrator may reclassify a 
State or area to a lower status upon 
finding that continued detection of 
brucellosis presents a risk that the 
disease will spread’. 
w d. By revising the definition of herd 
blood test. 

The additions and revisions read as 
follows: 


§78.1 Definitions. 
* * * * * 

Class Free State or area.* * * The 
Administrator may reclassify a State or 
area to a lower status upon finding that 
continued detection of brucellosis 
presents a risk that the disease will 
spread. * * * 

© x *k 

a * * * 

(ii) States or areas that have not been 
Class Free for 5 consecutive years or 
longer or that have B. abortus in 
wildlife. The State or area must carry out 
testing as provided in paragraphs 
(a)(1)(ii)(A) and (a)(1)(ii)(B) or 
(a)(1)(ii)(C) of this definition: 

* * * * * 

(C) Alternative surveillance plan. As 
an alternative to the testing described in 
paragraphs (a)(1)(ii)(A) and (a)(1)(ii)(B) 
of this definition, the State or area may 
develop an alternative surveillance plan 
that would have to meet or exceed the 
level of disease detection provided by 
combined brucellosis ring testing and 
collection of blood samples from at least 
95 percent of test eligible slaughter 
cattle slaughtered within the State. The 
alternative surveillance plan must be 
developed in conjunction with the State 
animal health official and the area 
veterinarian in charge. 

* * * * * 

Herd blood test. A blood test for 
brucellosis conducted in a herd on all 
cattle and bison 18 months of age, 
except for steers and spayed heifers, and 
except when conducting herd blood 
tests as part of affected herd 
investigations or other epidemiological 
investigations or when the 
Administrator determines testing at a 
younger age is necessary to prevent the 


spread of brucellosis. 
* * * * * 


Done in Washington, DC, this 3rd day of 
November 2014. 
Kevin Shea, 


Administrator, Animal and Plant Health 
Inspection Service. 


[FR Doc. 2014—26580 Filed 11—7—14; 8:45 am] 
BILLING CODE 3410-34-P 


66598 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 





NUCLEAR REGULATORY 
COMMISSION 


10 CFR Parts 2, 15, 19, 20, 26, 30, 40, 
50, 51, 52, 55, 60, 61, 63, 70, 71, 72, 73, 
and 76 


[NRC-2014-0032] 
RIN 3150-AJ35 


Miscellaneous Corrections 


AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Final rule. 





SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) is amending its 
regulations to make miscellaneous 
corrections. These changes include 
updating the address for the NRC’s 
Public Document Room (PDR), updating 
a footnote, correcting mathematical 
errors, correcting references, correcting 
typographical and grammatical errors, 
and revising language for clarity and 
consistency. This final rule also makes 
changes to the time period by which a 
Federal agency must refer a debt for 
collection through offset, and makes 
conforming changes to the regulations to 
reflect the transfer of Mississippi to NRC 
Region IV. 

DATES: This rule is effective on 
December 10, 2014. 

ADDRESSES: Please refer to Docket ID 
NRC-—2014-0032 when contacting the 
NRC about the availability of 
information for this final rule. You may 
obtain publicly-available information 
related to this final rule by any of the 
following methods: 

e Federal Rulemaking Web site: Go to 
http://www.regulations.gov and search 
for Docket ID NRC-2014—0032. Address 
questions about NRC dockets to Carol 
Gallagher; telephone: 301-287-3422; 
email: Carol.Gallagher@nrc.gov. For 
technical questions, contact the 
individual listed in the FOR FURTHER 
INFORMATION CONTACT section of this 
final rule. 

e NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly- 
available documents online in the NRC 
Library at http://www.nrc.gov/reading- 
rm/adams.htm]. To begin the search, 
select “ADAMS Public Documents” and 
then select “Begin Web-based ADAMS 
Search.” For problems with ADAMS, 
please contact the NRC’s PDR reference 
staff at 1-800-397-4209, 301-415-4737, 
or by email to pdr.resource@nrc.gov. 
The ADAMS accession number for each 
document referenced in this document 
(if that document is available in 
ADAMS) is provided the first time that 
a document is referenced. 





e NRC’s PDR: You may examine and 
purchase copies of public documents at 
the NRC’s PDR, Room 01-F21, One 
White Flint North, 11555 Rockville 
Pike, Rockville, Maryland 20852. 

FOR FURTHER INFORMATION CONTACT: 
Theresa Barczy, Office of 
Administration, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555— 
0001; telephone: 301-287-3418; email: 
Theresa.Barczy@nrc.gov. 
SUPPLEMENTARY INFORMATION: 


I. Introduction 


The NRC is amending its regulations 
in parts 2, 15, 19, 20, 26, 30, 40, 50, 51, 
52, 55, 60, 61, 63, 70, 71, 72, 73, and 76 
of Title 10 of the Code of Federal 
Regulations (10 CFR) to make 
miscellaneous corrections. These 
changes include updating the address 
for the NRC’s PDR, updating a footnote, 
correcting mathematical errors, 
correcting references, correcting 
typographical and grammatical errors, 
and revising language for clarity and 
consistency. This final rule also makes 
changes to the time period by which a 
Federal agency must refer a debt for 
collection through offset, and makes 
conforming changes to the regulations to 
reflect the transfer of Mississippi to NRC 
Region IV. 

This document is necessary to inform 
the public of these non-substantive 
changes to the NRC’s regulations. 


II. Summary of Changes 


10 CFR Part 2 


Correct Reference. In § 2.810(e), this 
final rule removes the reference ‘‘(13 
CFR 121.402(b)(2))” and replaces it with 
the reference ‘(13 CFR 121.104),”’ which 
is more accurate. 

Revise a Typographical Error. In the 
first sentence of § 2.1023(a), this final 
rule removes the word ‘‘and”’ and 
replaces it with the word “an.” 

Correct Number. In the second 
sentence of the introductory paragraph 
of § 2.1210(a), this final rule removes 
the words “‘forty (40) days’”’ and replaces 
them with the words “one-hundred and 
twenty (120) days.”’ With this change, 

§ 2.1210(a) conforms to § 2.341. 

Correct Number. In the first sentence 
of § 2.1406(c), this final rule removes 
the words “twenty (20) days” and 
replaces them with the words “twenty- 
five (25) days.”’ With this change, 

§ 2.1406(c) conforms to § 2.1407(a)(1). 


10 CFR Part 15 


Change Time Period for Referral of 
Debt for Collection through Offset. The 
Digital Accountability and 
Transparency Act of 2014 (Pub, Law 
113-101) (DATA Act) amended 31 


U.S.C. 3716(c)(6), ““Administrative 
Offset,” effective May 19, 2014. This 
minor provision changed the time 
period by which a Federal agency must 
refer to the Secretary of the Treasury a 
debt owed to the U.S. Government, for 
collection of the debt through offset, 
from 180 days to 120 days. This final 
rule changes the number of days from 
180 days to 120 days in § 15.33(b)(1) to 
comply with the DATA Act. This final 
rule also changes the number of days 
from 180 to 120 in the first sentences of 
§ 15.20(d) and the introductory 
paragraph of § 15.20(e) for consistency. 


10 CFR Part 19 


Correct Contact Information for 
Obtaining NRC Form 3. In § 19.11(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 20 


Transfer Mississippi to Region IV. In 
the Staff Requirements Memorandum to 
SECY-—06-0075, dated April 26, 2006 
(ADAMS Accession No. ML061160609), 
the Commission approved the transfer 
of all interactions with the State of 
Mississippi from NRC Region II to NRC 
Region IV. This final rule makes 
conforming changes to appendix D to 10 
CFR part 20 to reflect the transfer. 


10 CFR Part 26 


Correct Mathematical Error. In the 
first sentence of § 26.135(c), this final 
rule removes the words ‘‘(— 20 °C 
(— 68 °F) or less)” and replaces them 
with the words “‘(— 20 °C (—4 °F) or 
less).”’ 

Correct Mathematical Error. In the 
first sentence of § 26.159(i), this final 
rule removes the words ‘‘— 20 °C 
(— 68 °F)” and replaces them with the 
words ‘‘ — 20 °C (—4 °F).” 

Revise a Typographical Error. In the 
first sentence of § 26.717(g), this final 
rule removes the word “‘licensee’s)”” and 
replaces it with the word “‘licensees.” 


10 CFR Part 30 


Correct Contact Information for 
Obtaining NRC Form 3. In § 30.7(e)(3), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 40 


Correct Contact Information for 
Obtaining NRC Form 3. In § 40.7(e)(3), 
this final rule removes the NRC phone 
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number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 50 


Correct Contact Information for 
Obtaining NRC Form 3. In § 50.7(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 

Correct Spelling. This final rule makes 
several spelling corrections by adding 
hyphens to words appearing in § 50.55a. 
In §50.55a(b)(2)(viii)(B), this final rule 
replaces the word “prestressing”’ with 
“‘pre-stressing” and the word 
‘‘prestress’”’ with “‘pre-stress.”’ In 
§ 50.55a(b)(2)(viii)(C), this final rule 
replaces the word “retensioning”’ with 
“re-tensioning’’. In § 50.55a(b)(2)(ix)(J), 
this final rule replaces the word 
‘“leaktight’’ with the word “‘leak-tight.”’ 

Revise Language for Consistency. This 
final rule revises the first sentence of 
§ 50.82(a)(4)(i) to permit licensees to 
submit the Post-Shutdown 
Decommissioning Activities Report 
prior to permanent cessation of 
operations. This change is necessary for 
the language in § 50.82(a)(4)(i) to 
conform to § 50.82(a)(8)(iii), Section 4 of 
Regulatory Guide 1.184 (October 2013) 
(ADAMS Accession No. ML13144A840), 
and Section 21 of the technical basis for 
the Decommissioning Planning Rule 
(ADAMS Accession No. ML070590136). 


10 CFR Part 51 


Revise Reference for Clarity. In the 
first sentences of §§ 51.34(b) and 
51.102(c), this final rule adds the words 
‘‘subpart G of” in order to restore the 
original NRC intent that it may issue 
most materials licenses before the 
hearing on the license, if any, is 
completed. 

Correct Address and Minor Editorial 
Changes. In Footnote 1 of Summary 
Table S-4 in § 51.52, this final rule adds 
the word “of” to the first sentence, 
corrects the NRC’s address in the second 
sentence, and begins the third sentence 
with the word ‘‘The.” 

Revise Typographical Errors. In 
§ 51.53(d), this final rule revises the last 
sentence to correct the quotation marks 
around the titles of the two reports and 
add an apostrophe. 


10 CFR Part 52 

Correct the Definition of ‘Early Site 
Permit.”’ In 2007, a final rule, “Licenses, 
Certifications, and Approvals for 
Nuclear Power Plants” (72 FR 49352; 





August 28, 2007), corrected references 
in 10 CFR part 52 to reflect that 
Commission approval for an early site 
permit refers to a single site. However, 
the definition for “early site permit”’ in 
§ 52.1 was inadvertently not corrected at 
that time, and continued to indicate that 
it meant Commission approval for ‘“‘a 
site or sites.” This final rule corrects the 
definition in § 52.1(a) to indicate 
Commission approval for a singular site, 
and conforms to those changes made in 
2007 to §§ 52.12 and 52.15(a), and 
subpart F of 10 CFR part 52. 


Correct Contact Information for 
Obtaining NRC Form 3. In § 52.5(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 55 


More Clearly Indicate Where 
Submissions Should be Sent. In 
§ 55.5(b)(3), this final rule adds an 
introductory paragraph to more clearly 
indicate where test and research reactor 
or non-reactor facilities should send 
submissions. This final rule also 
removes § 55.5(b)(3)(i) and (ii), which 
become unnecessary once the 
introductory paragraph is added. 


Add Language to Specify Criteria. In 
§ 55.40(d), after the word “shall,” this 
final rule adds the following words: 
“use the criteria in NUREG—1478, 
‘Operator Licensing Examiner Standards 
for Research and Test Reactors,’ for all 
test and research reactors to.” 


Correct Cross Reference. On March 
31, 2008, the NRC published the 
Fitness-for-Duty Programs final rule (73 
FR 16965). The final rule removed 
appendix A to 10 CFR part 26, 
“Guidelines for Drug and Alcohol 
Testing Programs,”’ in its entirety and 
incorporated the requirements into 
subparts E, F, and G of 10 CFR part 26. 
This final rule corrects § 55.53(j) to 
correctly reference the subparts. 


Remove Obsolete Language. In the 
second sentence of § 55.55(b), this final 
rule removes the words “‘or telegram”’ 
and the words “‘or with a telegraph 
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company. 
10 CFR Part 60 


Correct Contact Information for 
Obtaining NRC Form 3. In § 60.9(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 





10 CFR Part 61 


Correct Contact Information for 
Obtaining NRC Form 3. In § 61.9(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 63 


Correct Contact Information for 
Obtaining NRC Form 3. In § 63.9(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 70 


Correct Contact Information for 
Obtaining NRC Form 3. In § 70.7(e)(3), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address, and 
corrects the Web site address. 


10 CFR Part 71 


Correct Contact Information for 
Obtaining NRC Form 3. In §71.9{e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


10 CFR Part 72 


Correct Contact Information for 
Obtaining NRC Form 3. In § 72.10(e)(2), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 

Remove Expired Certificates. 
Certificates of Compliance 1000, 1002, 
1003, and 1005 have expired and this 
final rule removes them from § 72.214. 
The certificate holders have not opted to 
renew the certificates, and no other 
applicants have requested renewal. No 
casks have been loaded under these 
certificates. 


10 CFR Part 73 


Correct Reference in Authority 
Citation. In a final rule published on 
May 20, 2013 (78 FR 29520), “Physical 
Protection of Irradiated Reactor Fuel in 
Transit,” § 73.37 was revised in its 
entirety. This revision moved the 
advance notification provisions to 
governors of affected states for 
shipments of spent nuclear fuel through 
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their ‘‘affected’’ States from § 73.37(f) to 
§ 73.37(b)(2). This final rule corrects the 
cross reference in the authority citation 
for 10 CFR part 73. 

Transfer Mississippi to Region IV. In 
the Staff Requirements Memorandum to 
SECY-—06-0075 (April 26, 2006), the 
Commission approved the transfer of all 
interactions with the State of 
Mississippi from NRC Region II to NRC 
Region IV. This final rule makes 
conforming changes to appendix A to 10 
CFR part 73 to reflect the transfer. 

Correct Title of Appendix. Appendix 
C to 10 CFR part 73 applies to facilities 
other than nuclear power plants. 
Therefore, this final rule corrects the 
title of appendix C to 10 CFR part 73 by 
removing the words ‘‘Nuclear Power 
Plant” from the title and replacing them 
with the word “‘Licensee.”’ This change 
also conforms the title of the appendix 
to the existing reference in § 73.46(h)(1). 


10 CFR Part 76 


Correct Contact Information for 
Obtaining NRC Form 3. In § 76.7(e)(3), 
this final rule removes the NRC phone 
number that has been discontinued 
because it was subject to frequent 
change and, therefore, confusing to the 
public; corrects the email address; and 
corrects the Web site address. 


III. Rulemaking Procedure 


Under the Administrative Procedure 
Act (5 U.S.C. 553(b)), an agency may 
waive the normal notice and comment 
requirements if it finds, for good cause, 
that they are impracticable, 
unnecessary, or contrary to the public 
interest. As authorized by 5 U.S.C. 
553(b)(3)(B), the NRC finds good cause 
to waive notice and opportunity for 
comment on the amendments, because 
notice and opportunity for comment are 
unnecessary. The amendments will 
have no substantive impact and are of 
a minor and administrative nature 
dealing with corrections to certain CFR 
sections related only to management, 
organization, procedure, and practice. 
Specifically, the revisions are of the 
following types: updating of the address 
for the NRC’s PDR, updating a footnote, 
correcting mathematical errors, 
correcting references, correcting 
typographical and grammatical errors, 
and revising language for clarity and 
consistency. This final rule also makes 
changes to the time period by which a 
Federal agency must refer a debt for 
collection through offset, and makes 
conforming changes to the regulations to 
reflect the transfer of Mississippi to NRC 
Region IV. These amendments do not 
require action by any person or entity 
regulated by the NRC. Also, the final 
rule does not change the substantive 


responsibilities of any person or entity 
regulated by the NRC. 


IV. Environmental Impact: Categorical 
Exclusion 


The NRC has determined that this 
final rule is the type of action described 
in categorical exclusion 10 CFR 
51.22(c)(2), which excludes from a 
major action rules that are corrective, 
minor, or nonpolicy in nature and do 
not substantially modify existing 
regulations. Therefore, neither an 
environmental impact statement nor an 
environmental assessment has been 
prepared for this rule. 


V. Paperwork Reduction Act Statement 


This final rule does not contain 
information collection requirements 
and, therefore, is not subject to the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501 et seq.). 

Public Protection Notification 

The NRC may not conduct or sponsor, 
and a person is not required to respond 
to, a request for information or an 
information collection requirement 
unless the requesting document 
displays a currently valid Office of 
Management and Budget control 
number. 


VI. Plain Writing 


The Plain Writing Act of 2010 (Pub. 
L. 111-274) requires Federal agencies to 
write documents in a clear, concise, and 
well-organized manner. The NRC has 
written this document to be consistent 
with the Plain Writing Act as well as the 
Presidential Memorandum, ‘‘Plain 
Language in Government Writing,” 
published June 10, 1998 (63 FR 31883). 


VII. Backfitting and Issue Finality 


The NRC has determined that the 
corrections in this final rule do not 
constitute backfitting and are not 
inconsistent with any of the issue 
finality provisions in 10 CFR part 52. 
The revisions are non-substantive in 
nature, including updating the address 
for the NRC’s PDR, updating a footnote, 
correcting mathematical errors, 
correcting references, correcting 
typographical and grammatical errors, 
and revising language for clarity and 
consistency. This final rule also makes 
changes to the time period by which a 
Federal agency must refer a debt for 
collection through offset, and makes 
conforming changes to the regulations to 
reflect the transfer of Mississippi to NRC 
Region IV. They impose no new 
requirements and make no substantive 
changes to the regulations. The 
corrections do not involve any 
provisions that would impose backfits 


as defined in 10 CFR chapter I, or would 
be inconsistent with the issue finality 
provisions in 10 CFR part 52. For these 
reasons, the issuance of the rule in final 
form would not constitute backfitting or 
represent an inconsistency with any of 
the issue finality provisions in 10 CFR 
part 52. Therefore, the NRC has not 
prepared any additional documentation 
for this correction rulemaking 
addressing backfitting or issue finality. 


List of Subjects 
10 CFR Part 2 


Administrative practice and 
procedure, Antitrust, Byproduct 
material, Classified information, 
Environmental protection, Nuclear 
materials, Nuclear power plants and 
reactors, Penalties, Sex discrimination, 
Source material, Special nuclear 
material, Waste treatment and disposal. 


10 CFR Part 15 


Administrative practice and 
procedure, Debt collection. 


10 CFR Part 19 


Criminal penalties, Environmental 
protection, Nuclear materials, Nuclear 
power plants and reactors, Occupational 
safety and health, Radiation protection, 
Reporting and recordkeeping 
requirements, Sex discrimination. 


10 CFR Part 20 


Byproduct material, Criminal 
penalties, Licensed material, Nuclear 
materials, Nuclear power plants and 
reactors, Occupational safety and 
health, Packaging and containers, 
Radiation protection, Reporting and 
recordkeeping requirements, Source 
material, Special nuclear material, 
Waste treatment and disposal. 


10 CFR Part 26 


Alcohol abuse, Alcohol testing, 
Appeals, Chemical testing, Drug abuse, 
Drug testing, Employee assistance 
programs, Fitness for duty, Management 
actions, Nuclear power reactors, 
Protection of information, Reporting and 
recordkeeping requirements. 


10 CFR Part 30 


Byproduct material, Criminal 
penalties, Government contracts, 
Intergovernmental relations, Isotopes, 
Nuclear materials, Radiation protection, 
Reporting and recordkeeping 
requirements. 


10 CFR Part 40 


Criminal penalties, Government 
contracts, Hazardous materials 
transportation, Nuclear materials, 
Reporting and recordkeeping 
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requirements, Source material, 
Uranium. 


10 CFR Part 50 


Antitrust, Classified information, 
Criminal penalties, Fire protection, 
Intergovernmental relations, Nuclear 
power plants and reactors, Radiation 
protection, Reactor siting criteria, 
Reporting and recordkeeping 
requirements. 


10 CFR Part 51 


Administrative practice and 
procedure, Environmental impact 
statement, Nuclear materials, Nuclear 
power plants and reactors, Reporting 
and recordkeeping requirements. 


10 CFR Part 52 


Administrative practice and 
procedure, Antitrust, Backfitting, 
Combined license, Early site permit, 
Emergency planning, Fees, Inspection, 
Limited work authorization, Nuclear 
power plants and reactors, Probabilistic 
risk assessment, Prototype, Reactor 
siting criteria, Redress of site, Reporting 
and recordkeeping requirements, 
Standard design, Standard design 
certification, Incorporation by reference. 


10 CFR Part 55 


Criminal penalties, Manpower 
training programs, Nuclear power plants 
and reactors, Reporting and 
recordkeeping requirements. 


10 CFR Part 60 


Criminal penalties, High-level waste, 
Nuclear materials, Nuclear power plants 
and reactors, Reporting and 
recordkeeping requirements, Waste 
treatment and disposal. 


10 CFR Part 61 


Criminal penalties, Low-level waste, 
Nuclear materials, Reporting and 
recordkeeping requirements, Waste 
treatment and disposal. 


10 CFR Part 63 


Criminal penalties, High-level waste, 
Nuclear power plants and reactors, 
Reporting and recordkeeping 
requirements, Waste treatment and 
disposal. 


10 CFR Part 70 


Criminal penalties, Hazardous 
materials transportation, Material 
control and accounting, Nuclear 
materials, Packaging and containers, 
Radiation protection, Reporting and 
recordkeeping requirements, Scientific 
equipment, Security measures, Special 
nuclear material. 


10 CFR Part 71 


Criminal penalties, Hazardous 
materials transportation, Nuclear 
materials, Packaging and containers, 
Reporting and recordkeeping 
requirements. 


10 CFR Part 72 


Administrative practice and 
procedure, Criminal penalties, 
Manpower training programs, Nuclear 
materials, Occupational safety and 
health, Penalties, Radiation protection, 
Reporting and recordkeeping 
requirements, Security measures, Spent 
fuel, Whistleblowing. 


10 CFR Part 73 


Criminal penalties, Export, Hazardous 
materials transportation, Import, 
Nuclear materials, Nuclear power plants 
and reactors, Reporting and 
recordkeeping requirements, Security 
measures. 


10 CFR Part 76 


Certification, Criminal penalties, 
Radiation protection, Reporting and 
recordkeeping requirements, Security 
measures, Special nuclear material, 
Uranium enrichment by gaseous 
diffusion. 

For the reasons set out in the 
preamble and under the authority of the 
Atomic Energy Act of 1954, as amended; 
the Energy Reorganization Act of 1974, 
as amended; and 5 U.S.C. 552 and 553; 
the NRC is adopting the following 
amendments to 10 CFR parts 2, 15, 19, 
20, 26, 30, 40, 50, 51, 52, 55, 60, 61, 63, 
70, 71, 72, 73, and 76. 


PART 2—AGENCY RULES OF 
PRACTICE AND PROCEDURE 


w 1. The authority citation for part 2 
continues to read as follows: 


Authority: Atomic Energy Act secs. 161, 
181, 191 (42 U.S.C. 2201, 2231, 2241); Energy 
Reorganization Act sec. 201 (42 U.S.C. 5841); 
FOIA 5 U.S.C. 552; Government Paperwork 
Elimination Act sec. 1704 (44 U.S.C. 3504 
note). 

Section 2.101 also issued under Atomic 
Energy Act secs. 53, 62, 63, 81, 103, 104 (42 
U.S.C. 2073, 2092, 2093, 2111, 2133, 2134, 
2135); Nuclear Waste Policy Act sec. 114(f) 
(42 U.S.C. 10143(f)); National Environmental 
Policy Act sec. 102 (42 U.S.C. 4332); Energy 
Reorganization Act sec. 301 (42 U.S.C. 5871). 

Sections 2.102, 2.103, 2.104, 2.105, 2.321 
also issued under Atomic Energy Act secs. 
102, 103, 104, 183i, 189 (42 U.S.C. 2132, 
2133, 2134, 2135, 2233, 2239). Sections 
2.200—2.206 also issued under Atomic Energy 
Act secs. 161, 186, 234 (42 U.S.C. 
2201(b),(i),(o), 2236, 2282); sec. 206 (42 
U.S.C. 5846). Section 2.205(j) also issued 
under Pub. L. 101-410, as amended by 
section 3100(s), Pub. L. 104-134 (28 U.S.C. 
2461 note). Subpart C also issued under 


Atomic Energy Act sec. 189 (42 U.S.C. 2239). 
Section 2.301 also issued under 5 U.S.C. 554. 
Sections 2.343, 2.346, 2.712 also issued 
under 5 U.S.C. 557. Section 2.340 also issued 
under Nuclear Waste Policy Act secs. 135, 
141, Pub. L. 97-425, 96 Stat. 2232, 2241 (42 
U.S.C. 10155, 10161). Section 2.390 also 
issued under 5 U.S.C. 552. Sections 2.600— 
2.606 also issued under sec. 102 (42 U.S.C. 
4332). Sections 2.800 and 2.808 also issued 
under 5 U.S.C. 553. Section 2.809 also issued 
under 5 U.S.C. 553; AEA sec. 29 (42 U.S.C. 
2039). Subpart K also issued under Atomic 
Energy Act sec. 189 (42 U.S.C. 2239); Nuclear 
Waste Policy Act sec. 134 (42 U.S.C. 10154). 
Subpart L also issued under Atomic Energy 
Act sec. 189 (42 U.S.C. 2239). Subpart M also 
issued under Atomic Energy Act sec. 184, 
189 (42 U.S.C. 2234, 2239). Subpart N also 
issued under Atomic Energy Act sec. 189 (42 
U.S.C. 2239). 


w 2. In § 2.810, revise paragraph (e) to 
read as follows: 


§2.810 NRC size standards. 


* * * * * 


(e) For the purposes of this section, 
the NRC shall use the Small Business 
Administration definition of receipts (13 
CFR 121.104). A licensee who is a 
subsidiary of a large entity does not 
qualify as a small entity for purposes of 


this section. 
* ® * * * 


w 3. In § 2.1023, revise paragraph (a) 
introductory text to read as follows: 


§2.1023 Immediate effectiveness. 

(a) Pending review and final decision 
by the Commission, an initial decision 
resolving all issues before the presiding 
officer in favor of issuance or 
amendment of either an authorization to 
construct a high-level radioactive waste 
repository at a geological repository 
operations area under parts 60 or 63 of 
this chapter, or a license to receive and 
possess high-level radioactive waste at a 
geologic repository operations area 
under parts 60 or 63 of this chapter will 
be immediately effective upon issuance 
except: 

* * * * * 


w 4. In § 2.1210, revise paragraph (a) 
introductory text to read as follows: 


§2.1210 Initial decision and its effect. 


(a) Unless the Commission directs 
that the record be certified to it in 
accordance with paragraph (b) of this 
section, the presiding officer shall 
render an initial decision after 
completion of an informal hearing 
under this subpart. That initial decision 
constitutes the final action of the 
Commission on the contested matter 
120 days after the date of issuance, 


unless: 
* * * * * 
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m 5. In § 2.1406, revise paragraph (c) to 
read as follows: 


§2.1406 Initial decision—issuance and 
effectiveness. 
* * * * * 

(c) The presiding officer’s initial 
decision is effective and constitutes the 
final action of the Commission twenty- 
five (25) days after the date of issuance 
of the written decision unless any party 
appeals to the Commission in 
accordance with § 2.1407 or the 
Commission takes review of the 
decision sua sponte or the regulations in 
this part specify other requirements 
with regard to the effectiveness of 
decisions on certain applications. 


PART 15—DEBT COLLECTION 
PROCEDURES 


a 6. The authority citation for part 15 
continues to read as follows: 


Authority: Atomic Energy Act secs. 161, 
186 (42 U.S.C. 2201, 2236); Energy 
Reorganization Act sec. 201 (42 U.S.C. 5841); 
sec. 1, Pub. L. 97-258 (31 U.S.C. 3713); sec. 
5, Pub. L. 89-508, (31 U.S.C. 3716); Pub. L. 
97-365 (31 U.S.C. 3719); Federal Claims 
Collection Standards, 31 CFR Chapter IX, 
parts 900-904; 31 U.S.C. 3701, 3716; 31 CFR 
Sec. 285; 26 U.S.C. Sec. 6402(d); 31 U.S.C. 
3720A; 26 U.S.C. 6402(c); 42 U.S.C. 664; Pub. 
L. 104-134, as amended (31 U.S.C. 3713); 5 
U.S.C. 5514; Executive Order 12146 (3 CFR, 
1980 Comp. pp. 409-412); Executive Order 





* * 


Region Il: Alabama, Florida, Georgia, Kentucky, North Carolina, 


12988 (3 CFR, 1996 Comp., pp. 157-163); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note). 


§ 15.20 [Amended] 


mw 7. In § 15.20, paragraphs (d) and (e), 
remove the number ‘‘180” and add, in 
its place, the number ‘‘120”. 


§ 15.33 [Amended] 


m 8. In § 15.33, paragraph (b)(1), remove 
the number “180” wherever it appears 
and add, in its place, the number “120”. 


PART 19—NOTICES, INSTRUCTIONS 
AND REPORTS TO WORKERS: 
INSPECTION AND INVESTIGATIONS 


w 9. The authority citation for part 19 
continues to read as follows: 


Authority: Atomic Energy Act secs. 53, 63, 
81, 103, 104, 161, 186, 234, 1701 (42 U.S.C. 
2073, 2093, 2111, 2133, 2134, 2201, 2236, 
2282, 22971); Energy Reorganization Act secs. 
201, 211, Pub. L. 95-601, sec. 10, as amended 
by Pub. L. 102-486, sec. 2902 (42 U.S.C. 
5841, 5851); Government Paperwork 
Elimination Act sec. 1704 (44 U.S.C. 3504 
note). 

Section 19.32 is also issued under Energy 
Reorganization Act sec. 401 (42 U.S.C. 5891). 


m@ 10. In § 19.11, revise paragraph (e)(2) 
to read as follows: 


§ 19.11 Posting of notices to workers. 


* * * * * 


Address 


(e) nee ae 

(2) Additional copies of NRC Form 3 
may be obtained by writing to the 
Regional Administrator of the 
appropriate U.S. Nuclear Regulatory 
Commission Regional Office listed in 
appendix D to part 20 of this chapter, 
via email to FORMS. Resource@nrc.gov, 
or by visiting the NRC’s online library 
at http://www.nrc.gov/reading-rm/doc- 
collections/forms/. 
* * * * * 


PART 20—STANDARDS FOR 
PROTECTION AGAINST RADIATION 


w 11. The authority citation for part 20 
continues to read as follows: 


Authority: Atomic Energy Act secs. 53, 63, 
65, 81, 103, 104, 161, 182, 186, 223, 234 1701 
(42 U.S.C. 2073, 2093, 2095, 2111, 2133, 
2134, 2201, 2232, 2236, 2273, 2282, 2297f), 
Energy Reorganization Act secs. 201, 202, 
206 (42 U.S.C. 5841, 5842, 5846); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005 sec. 651(e), Pub. L. 109-58, 119 Stat. 
549 (2005) (42 U.S.C. 2014, 2021, 2021b, 
2141). 


m 12. In appendix D, revise the first 
column, for the entries for Region II and 
Region IV to read as follows: 


Appendix D to Part 20—United States 
Nuclear Regulatory Commission 
Regional Offices 


Telephone (24 hour) Email 





* * * 


Puerto Rico, South Carolina, Tennessee, Virginia, Virgin Islands, 


and West Virginia. 


* * 


Region IV: Alaska, Arizona, Arkansas, California, Colorado, Hawaii, 


* * * 


Idaho, Kansas, Louisiana, Mississippi, Montana, Nebraska, Ne- 
vada, New Mexico, North Dakota, Oklahoma, Oregon, South Da- 
kota, Texas, Utah, Washington, Wyoming, and the U.S. territories 


and possessions in the Pacific. 


PART 26—FITNESS FOR DUTY 
PROGRAMS 


# 13. The authority citation for part 26 
continues to read as follows: 


Authority: Atomic Energy Act secs. 53, 81, 
103, 104, 107, 161, 223, 234, 1701 (42 U.S.C. 
2073, 2111, 2112, 2133, 2134, 2137, 2201, 
2273, 2282, 2297f); Energy Reorganization 
Act secs. 201, 202, 206 (42 U.S.C. 5841, 5842, 
5846); Government Paperwork Elimination 
Act sec. 1704 (44 U.S.C. 3504 note). 


mw 14. In § 26.135, revise paragraph (c) to 
read as follows: 


§ 26.135 Split specimens. 


* * * * * 


(c) If the MRO confirms that the 
specimen in Bottle A is positive, 
adulterated, substituted, or invalid and 
the donor does not request that Bottle B 
be tested, the licensee or other entity 
shall ensure that Bottle B is maintained 
in long-term frozen storage (—20 °C 
(—4 °F) or less) for a minimum of 1 year. 
If a licensee testing facility elects to 
retain the specimen in Bottle B, rather 
than forwarding it to the HHS-certified 
laboratory with Bottle A, the licensee 
testing facility shall ensure proper 
storage conditions in the event of a 
prolonged power failure. After the end 
of 1 year, the licensee or other entity 
may discard Bottle B, with the 


exception that the licensee testing 
facility shall retain any specimens 
under legal challenge, or as requested by 
the NRC, until the specimen is no longer 
needed. 


m 15. In § 26.159, revise paragraph (i) to 
read as follows: 


§ 26.159 Assuring specimen security, 
chain of custody, and preservation. 


* * * * * 


(i) Long-term frozen storage at a 
temperature of —20 °C (—4 °F) or less 
ensures that positive, adulterated, 
substituted, and invalid urine 
specimens and Bottle B of a split 
specimen will be available for any 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66603 








necessary retests. Unless otherwise 
authorized in writing by the licensee or 
other entity, laboratories shall retain 
and place in properly secured long-term 
frozen storage all specimens reported as 
positive, adulterated, substituted, or 
invalid. At a minimum, such specimens 
must be stored for 1 year. Within this 1- 
year period, a licensee, other entity, or 
the NRC may ask the laboratory to retain 
the specimen for an additional period of 
time. If no retention request is received, 
the laboratory may discard the specimen 
at the end of 1 year. However, the 
laboratory shall retain any specimens 
under review or legal challenge until 


they are no longer needed. 
* * * * * 


w 16. In § 26.717, revise paragraph (g) to 
read as follows: 


§ 26.717 Fitness-for-duty program 
performance data. 
* * * * * 

(g) Each C/V who maintains a 
licensee-approved drug and alcohol 
testing program is subject to the 
reporting requirements of this section 
and shall submit the required 
information either directly to the NRC 
or through the licensees or other entities 
to whom the C/V provided services 
during the year. Licensees, other 
entities, and C/Vs shall share 
information to ensure that the 
information is reported completely and 
is not duplicated in reports submitted to 
the NRC. 


PART 30—RULES OF GENERAL 
APPLICABILITY TO DOMESTIC 
LICENSING OF BYPRODUCT 
MATERIAL 


# 17. The authority citation for part 30 
continues to read as follows: 


Authority: Atomic Energy Act secs. 81, 82, 
161, 181, 182, 183, 186, 223, 234 (42 U.S.C. 
2111, 2112, 2201, 2231, 2232, 2233, 2236, 
2273, 2282); Energy Reorganization Act secs. 
201, 202, 206 (42 U.S.C. 5841, 5842, 5846); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 549 (2005). 

Section 30.7 also issued under Energy 
Reorganization Act sec. 211, Pub. L. 95-601, 
sec. 10, as amended by Pub. L. 102—486, sec. 
2902 (42 U.S.C. 5851). Section 30.34(b) also 
issued under Atomic Energy Act sec. 184 (42 
U.S.C. 2234). Section 30.61 also issued under 
Atomic Energy Act sec. 187 (42 U.S.C. 2237). 


m 18. In § 30.7, revise paragraph (e)(3) to 
read as follows: 


§30.7 Employee protection. 
* * * * * 

(e x kk 

(3) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 


Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nrc.gov/reading-rm/doc- 
collections/forms/. 

* * * * * 


PART 40—DOMESTIC LICENSING OF 
SOURCE MATERIAL 


w 19. The authority citation for part 40 
continues to read as follows: 


Authority: Atomic Energy Act secs. 
11(e)(2), 62, 63, 64, 65, 81, 161, 181, 182, 183, 
186, 193, 223, 234, 274, 275 (42 U.S.C. 
2014(e)(2), 2092, 2093, 2094, 2095, 2111, 
2113, 2114, 2201, 2231, 2232, 2233, 2236, 
2243, 2273, 2282, 2021, 2022); Energy 
Reorganization Act secs. 201, 202, 206 (42 
U.S.C. 5841, 5842, 5846); Government 
Paperwork Elimination Act sec. 1704 (44 
U.S.C. 3504 note); Energy Policy Act of 2005, 
Pub. L. 109-59, 119 Stat. 594 (2005). 

Section 40.7 also issued under Energy 
Reorganization Act sec. 211, Pub. L. 95-601, 
sec. 10, as amended by Pub. L. 102-486, sec. 
2902 (42 U.S.C. 5851). Section 40.31(g) also 
issued under Atomic Energy Act sec. 122 (42 
U.S.C. 2152). Section 40.46 also issued under 
Atomic Energy Act sec. 184 (42 U.S.C. 2234). 
Section 40.71 also issued under Atomic 
Energy Act sec. 187 (42 U.S.C. 2237). 


m 20. In § 40.7, revise paragraph (e)(3) to 
read as follows: 


§40.7 Employee protection. 


* * * * * 


(e) k ok * 

(3) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nrc.gov/reading-rm/doc- 
collections/forms/. 

* * * * * 


PART 50—DOMESTIC LICENSING OF 
PRODUCTION AND UTILIZATION 
FACILITIES 


w 21. The authority citation for part 50 
continues to read as follows: 


Authority: Atomic Energy Act secs. 102, 
103, 104, 105, 147, 149, 161, 181, 182, 183, 
186, 189, 223, 234 (42 U.S.C. 2132, 2133, 
2134, 2135, 2167, 2169, 2201, 2231, 2232, 
2233, 2236, 2239, 2273, 2282); Energy 
Reorganization Act secs. 201, 202, 206 (42 
U.S.C. 5841, 5842, 5846); Nuclear Waste 
Policy Act sec. 306 (42 U.S.C. 10226); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 194 (2005). 
Section 50.7 Pub. L. 95-601, sec. 10, as 
amended by Pub. L. 102-486, sec. 2902 (42 


U.S.C. 5851). Section 50.10 also issued under 
Atomic Energy Act secs. 101, 185 (42 U.S.C. 
2131, 2235); National Environmental Policy 
Act sec. 102 (42 U.S.C. 4332). Sections 50.13, 
50.54(d), and 50.103 also issued under 
Atomic Energy Act sec. 108 (42 U.S.C. 2138). 

Sections 50.23, 50.35, 50.55, and 50.56 also 
issued under Atomic Energy Act sec. 185 (42 
U.S.C. 2235). Appendix Q also issued under 
National Environmental Policy Act sec. 102 
(42 U.S.C. 4332). Sections 50.34 and 50.54 
also issued under 204 (42 U.S.C. 5844). 
Sections 50.58, 50.91, and 50.92 also issued 
Pub. L. 97-415 (42 U.S.C. 2239}. Section 
50.78 also issued under Atomic Energy Act 
sec. 122 (42 U.S.C. 2152). Sections 50.80— 
50.81 also issued under Atomic Energy Act 
sec. 184 (42 U.S.C. 2234). 


w 22. In § 50.7, revise paragraph (e)(2) to 
read as follows: 


§50.7 Employee protection. 


* * * * * 


(e) x ke 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nre.gov/reading-rm/doc- 
collections/forms/. 
* * * * * 


§50.55a [Amended] 


w 23. In § 50.55a: 

a. In paragraph (b)(2)(viii)(B), remove 
the word “prestressing” and add, in its 
place, the word “pre-stressing’’, and 
remove the word “‘prestress” wherever 
it appears and add, in its place, the 
word “‘pre-stress”’; 

b. In paragraph (b)(2)(viii)(C), first 
sentence, remove the word 
“retensioning” and add, in its place, the 
word “‘re-tensioning’’; and 

c. In paragraph (b)(2)(ix)(J), second 
sentence, remove the word “‘leaktight”’ 
and add, in its place, the word “‘leak- 
tight”. 

m 24. In § 50.82, revise paragraph 
(a)(4)(i) to read as follows: 


§50.82 Termination of license. 
* * * * * 

(a) i oS <a 

(4)(i) Prior to or within 2 years 
following permanent cessation of 
operations, the licensee shall submit a 
post-shutdown decommissioning 
activities report (PSDAR) to the NRC, 
and a copy to the affected State(s). The 
PSDAR must contain a description of 
the planned decommissioning activities 
along with a schedule for their 
accomplishment, a discussion that 
provides the reasons for concluding that 
the environmental impacts associated 
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with site-specific decommissioning 
activities will be bounded by 
appropriate previously issued 
environmental impact statements, and a 
site-specific DCE, including the 
projected cost of managing irradiated 


fuel. 
* * = * = 


PART 51—ENVIRONMENTAL 
PROTECTION REGULATIONS FOR 
DOMESTIC LICENSING AND RELATED 
REGULATORY FUNCTIONS 


w 25. The authority citation for part 51 
continues to read as follows: 


Authority: Atomic Energy Act sec. 161, 
1701 (42 U.S.C. 2201, 2297f); Energy 
Reorganization Act secs. 201, 202, 211 (42 
U.S.C. 5841, 5842, 5851); Government 
Paperwork Elimination Act sec. 1704 (44 
U.S.C. 3504 note). Subpart A also issued 
under National Environmental Policy Act 
secs. 102, 104, 105 (42 U.S.C. 4332, 4334, 
4335); Pub. L. 95-604, Title II, 92 Stat. 3033- 
3041; Atomic Energy Act sec. 193 (42 U.S.C. 
2243). 

Sections 51.20, 51.30, 51.60, 51.80, and 
51.97 also issued under Nuclear Waste Policy 
Act secs. 135, 141, 148 (42 U.S.C. 10155, 
10161, 10168). 

Section 51.22 also issued under Atomic 
Energy Act sec. 274 (42 U.S.C. 2021) and 
under Nuclear Waste Policy Act sec. 121 (42 
U.S.C. 10141). 

Sections 51.43, 51.67, and 51.109 also 
issued under Nuclear Waste Policy Act sec. 
114(f) (42 U.S.C. 10134(f)). 


@ 26. In § 51.34, revise paragraph (b) to 
read as follows: 


§51.34 Preparation of finding of no 
significant impact. 
* * * * * 

(b) When a hearing is held on the 
proposed action under the regulations 
in subpart G of part 2 of this chapter or 
when the action can only be taken by 
the Commissioners acting as a collegial 
body, the appropriate NRC staff director 
will prepare a proposed finding of no 
significant impact, which may be 
subject to modification as a result of 
review and decision as appropriate to 
the nature and scope of the proceeding. 
In such cases, the presiding officer, or 
the Commission acting as a collegial 
body, as appropriate, will issue the final 
finding of no significant impact. 
gw 27. In § 51.52, revise footnote 1 to read 
as follows: 


§51.52 Environmental effects of 
transportation of fuel and waste-Table S—4. 


* * * * * 


1 Data supporting this table are given in the 
Commission’s ‘Environmental Survey of 
Transportation of Radioactive Materials to 
and from Nuclear Power Plants,’”” WASH- 
1238, December 1972; and Supp. 1 of 
NUREG-—75/038, April 1975. Both documents 





are available for inspection and copying at 
the Commission’s Public Document Room, 
One White Flint North, 11555 Rockville Pike 
(first floor), Rockville, Maryland 20852 and 
may be obtained from National Technical 
Information Service, Springfield, VA 22161. 
The WASH-1238 is available from NTIS at a 
cost of $5.45 (microfiche, $2.25) and 
NUREG-75/038 is available at a cost of $3.25 
(microfiche, $2.25). 


* * * * * 


w 28. In § 51.53, revise the last sentence 
of paragraph (d) to read as follows: 


§51.53 Postconstruction environmental 
reports. 
* * * * * 

(d)* * *The “Supplement to 
Applicant’s Environmental Report— 
Post Operating License Stage’? may 
incorporate by reference any 
information contained in ‘‘Applicant’s 
Environmental Report—Construction 
Permit Stage.”’ 

w 29. In § 51.102, revise paragraph (c) to 
read as follows: 


§51.102 Requirement to provide a record 
of decision; preparation. 
* * * * * 

(c) When a hearing is held on the 
proposed action under the regulations 
in subpart G of part 2 of this chapter or 
when the action can only be taken by 
the Commissioners acting as a collegial 
body, the initial decision of the 
presiding officer or the final decision of 
the Commissioners acting as a collegial 
body will constitute the record of 
decision. An initial or final decision 
constituting the record of decision will 
be distributed as provided in § 51.93. 


PART 52—LICENSES, 
CERTIFICATIONS, AND APPROVALS 
FOR NUCLEAR POWER PLANTS 


w 30. The authority citation for part 52 
continues to read as follows: 


Authority: Atomic Energy Act secs. 103, 
104, 147, 149, 161, 181, 182, 183, 185, 186, 
189, 223, 234 (42 U.S.C. 2133, 2201, 2167, 
2169, 2232, 2233, 2235, 2236, 2239, 2282); 
Energy Reorganization Act secs. 201, 202, 
206, 211 (42 U.S.C. 5841, 5842, 5846, 5851); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 594 (2005). 


m 31. In § 52.1, paragraph (a), revise the 
definition of “Early site permit” to read 
as follows: 


§52.1 Definitions. 

(a) & 2 2 

Early site permit means a Commission 
approval, issued under subpart A of this 
part, for a site for one or more nuclear 
power facilities. An early site permit is 


a partial construction permit. 
* * * * * 


m 32. In § 52.5, revise paragraph (e)(2) to 
read as follows: 


§52.5 Employee protection. 


* * * * * 


(e) + « 2s 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nre.gov/reading-r1m/doc- 
collections/forms/. 
* * * * * 


PART 55—OPERATORS’ LICENSES 


m 33. The authority citation for part 55 
continues to read as follows: 

Authority: Atomic Energy Act secs. 107, 
161, 181, 182, 68 Stat. 939, 948, 953, 223, 234 
(42 U.S.C. 2187, 2201, 2231, 2232, 2273, 
2282); Energy Reorganization Act secs. 201, 
202 (42 U.S.C. 5841, 5842); Government 
Paperwork Elimination Act sec. 1704 (44 
U.S.C. 3504 note). 

Sections 55.41, 55.43, 55.45, and 55.59 also 
issued under Nuclear Waste Policy Act sec. 
306 (42 U.S.C. 10226). 

Section 55.61 also issued under Atomic 
Energy Act secs. 186, 187 (42 U.S.C, 2236, 
2237). 


w 34. In § 55.5, revise paragraph (b)(3) to 
read as follows: 


§55.5 Communications. 


* * * * * 


(b) x & & 

(3) Any application for a license or 
license renewal filed under the 
regulations in this part and all other 
submissions involving a test and 
research reactor or non-power reactor 
facility licensed under 10 CFR part 50 
and any related inquiry, 
communication, information, or report 
must be submitted to the Office of 
Nuclear Reactor Regulation, Director of 
the Division of Policy and Rulemaking 
at the NRC’s headquarters, by an 
appropriate method listed in paragraph 
(a) of this section. 


mw 35. In § 55.40, revise paragraph (d) to 
read as follows: 


§55.40 Implementation. 


* * * * * 


(d) The Commission shall use the 
criteria in NUREG-—1478, “Operator 
Licensing Examiner Standards for 
Research and Test Reactors,”’ for all test 
and research reactors to prepare, 
proctor, and grade the written 
examinations required by §§ 55.41 and 
55.43 and the operating tests required 
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by § 55.45 for non-power reactor facility 
licensees. 


* * * * * 


§55.53 [Amended] 


w 36. In § 55.53, paragraph (j), fourth 
sentence, remove the reference ‘10 CFR 
Part 26” and add, in its place, the 
reference ‘‘subparts E, F, and G of part 
26 of this chapter”’. 


m@ 37. In § 55.55, revise paragraph (b) to 
read as follows: 


§55.55 Expiration. 


* * * * * 


(b) If a licensee files an application for 
renewal or an upgrade of an existing 
license on Form NRC-398 at least 30 
days before the expiration of the 
existing license, it does not expire until 
disposition of the application for 
renewal or for an upgraded license has 
been finally determined by the 
Commission. Filing by mail will be 
deemed to be complete at the time the 
application is deposited in the mail. 


PART 60—DISPOSAL OF HIGH-LEVEL 
RADIOACTIVE WASTES IN GEOLOGIC 
REPOSITORIES 


@ 38. The authority citation for part 60 
continues to read as follows: 


Authority: Atomic Energy Act secs. 51, 53, 
62, 63, 65, 81, 161, 182, 183, 223, 234 (42 
U.S.C. 2071, 2073, 2092, 2093, 2095, 2111, 
2201, 2232, 2233, 2273, 2282); Energy 
Reorganization Act secs. 201, 202, 206, 211, 
Pub. L. 95-601, sec. 10, as amended by Pub. 
L. 102-486, sec. 2902 (42 U.S.C. 5841, 5842, 
5846, 5851); sec. 14, Pub. L. 95-601 (42 
U.S.C. 2021a); National Environmental Policy 
Act sec. 102 (42 U.S.C. 4332); Nuclear Waste 
Policy Act secs. 114, 117, 121 (42 U.S.C. 
10134, 10137, 10141); Government 
Paperwork Elimination Act sec. 1704 (44 
U.S.C. 3504 note); Energy Policy Act of 2005, 
Pub. L. 109-58, 119 Stat. 594 (2005). 


w 39. In § 60.9, revise paragraph (e)(2) to 
read as follows: 


§60.9 Employee protection. 


* * * * * 


(e) + & 2 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nrc.gov/reading-rm/doc- 
collections/forms/. 


* * * * * 


PART 61—LICENSING 
REQUIREMENTS FOR LAND 
DISPOSAL OF RADIOACTIVE WASTE 


w 40. The authority citation for part 61 
continues to read as follows: 

Authority: Atomic Energy Act secs. 53, 57, 
62, 63, 65, 81, 161, 181, 182, 183, 223, 234 
(42 U.S.C. 2073, 2077, 2092, 2093, 2095, 
2111, 2201, 2231, 2232, 2233, 2273, 2282); 
Energy Reorganization Act secs. 201, 202, 
206 (42 U.S.C. 5841, 5842, 5846); sec. 211, 
Pub. L. 95-601, sec. 10, as amended by Pub. 
L. 102—486, sec. 2902 (42 U.S.C. 5851). Pub. 
L. 95-601, sec. 10, 14, 92 Stat. 2951, 2953 (42 
U.S.C. 2021a, 5851); Government Paperwork 
Elimination Act sec. 1704 (44 U.S.C. 3504 
note); Energy Policy Act of 2005, sec. 651(e), 
Pub. L. 109-58, 119 Stat. 806-810 (42 U.S.C. 
2014, 2021, 2021b, 2111). 

w 41. In § 61.9, revise paragraph (e)(2) to 
read as follows: 


§61.9 Employee protection. 
* * * * * 

(e) *k* ke * 

(2) Copies of NRC Form 3 can be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nre.gov/reading-rm/doc- 
collections/forms/. 

* * * * * 


PART 63—DISPOSAL OF HIGH-LEVEL 
RADIOACTIVE WASTES IN A 
GEOLOGIC REPOSITORY AT YUCCA 
MOUNTAIN, NEVADA 


w 42. The authority citation for part 63 
continues to read as follows: 


Authority: Atomic Energy Act secs. 51, 53, 
62, 63, 65, 81, 161, 182, 183 (42 U.S.C. 2071, 
2073, 2092, 2093, 2095, 2111, 2201, 2232, 
2233); Energy Reorganization Act secs. 201, 
202, 206, 211 (42 U.S.C. 5841, 5842, 5846, 
5851); sec 14, Pub. L. 95-601 (42 U.S.C. 
2021a); National Environmental Policy Act 
sec. 102 (42 U.S.C. 4332); Nuclear Waste 
Policy Act secs. 114, 117, 121 (42 U.S.C. 
10134, 10137, 10141); sec. 1704, 112 Stat. 
2750 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 594 (2005). 


w 43. In § 63.9, revise paragraph (e)(2) to 
read as follows: 


§63.9 Employee protection. 
* * * * * 

(e) 2-4 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at Attp:// 


www.nre.gov/reading-1m/doc- 
collections/forms/. 
* * * * * 


PART 70—DOMESTIC LICENSING OF 
SPECIAL NUCLEAR MATERIAL 


w 44. The authority citation for part 70 
continues to read as follows: 


Authority: Atomic Energy Act secs. 51, 53, 
161, 182, 183, 193, 223, 234 (42 U.S.C. 2071, 
2073, 2201, 2232, 2233, 2243, 2273, 2282, 
22971); secs. 201, 202, 204, 206, 211 (42 
U.S.C. 5841, 5842, 5845, 5846, 5851); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 194 (2005). 

Sections 70.1(c) and 70.20a(b) also issued 
under secs. 135, 141, Pub. L. 97-425, 96 Stat. 
2232, 2241 (42 U.S.C. 10155, 10161). 

Section 70.21(g) also issued under Atomic 
Energy Act sec. 122 (42 U.S.C. 2152). 

Section 70.31 also issued under Atomic 
Energy Act sec. 57(d) (42 U.S.C. 2077(d)). 

Sections 70.36 and 70.44 also issued under 
Atomic Energy Act sec. 184 (42 U.S.C. 2234). 

Section 70.81 also issued under Atomic 
Energy Act secs. 186, 187 (42 U.S.C. 2236, 
2237). 

Section 70.82 also issued under Atomic 
Energy Act sec. 108 (42 U.S.C. 2138). 


mw 45. In § 70.7, revise paragraph (e)(3) to 
read as follows: 


§70.7 Employee protection. 


* * * * * 


(e) + 2 

(3) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nre.gov/reading-rm/doc- 
collections/forms/. 


* * * * * 


PART 71—PACKAGING AND 
TRANSPORTATION OF RADIOACTIVE 
MATERIAL 


w 46. The authority citation for part 71 
continues to read as follows: 


Authority: Atomic Energy Act secs. 53, 57, 
62, 63, 81, 161, 182, 183, 223, 234, 1701 (42 
U.S.C. 2073, 2077, 2092, 2093, 2111, 2201, 
2232, 2233, 2273, 2282, 2297f); Energy 
Reorganization Act secs. 201, 202, 206, 211 
(42 U.S.C. 5841, 5842, 5846, 5851); Nuclear 
Waste Policy Act sec. 180 (42 U.S.C. 10175); 
Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 594 (2005). 

Section 71.97 also issued under sec. 301, 
Pub. L. 96-295, 94 Stat. 789-790. 


w 47. In § 71.9, revise paragraph (e)(2) to 
read as follows: 
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§71.9 Employee protection. 
* * * * * 

(e) x *k * 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in Appendix D to 
Part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nre.gov/reading-rm/doc- 
collections/forms/. 
* * * * * 


PART 72—LICENSING 
REQUIREMENTS FOR THE 
INDEPENDENT STORAGE OF SPENT 
NUCLEAR FUEL, HIGH-LEVEL 
RADIOACTIVE WASTE AND 
REACTOR-RELATED GREATER THAN 
CLASS C WASTE 


w 48. The authority citation for part 72 
continues to read as follows: 


Authority: Atomic Energy Act secs. 51, 53, 
57, 62, 63, 65, 69, 81, 161, 182, 183, 184, 186, 
187, 189, 223, 234, 274 (42 U.S.C. 2071, 2073, 
2077, 2092, 2093, 2095, 2099, 2111, 2201, 
22:32.,,2233, 2234;:2236, 2237, 2239, 2273, 
2282, 2021); Energy Reorganization Act secs. 
201, 202, 206, 211 (42 U.S.C. 5841, 5842, 
5846, 5851); National Environmental Policy 
Act sec. 102 (42 U.S.C. 4332); Nuclear Waste 
Policy Act secs. 131, 132, 133, 135, 137, 141, 


* * 


Region II: Alabama, Florida, Georgia, Kentucky, North Carolina, Puerto 


148 (42 U.S.C. 10151, 10152, 10153, 10155, 
10157, 10161, 10168); Government 
Paperwork Elimination Act sec. 1704 (44 
U.S.C. 3504 note); Energy Policy Act of 2005, 
Pub. L. 109-58, 119 Stat. 788 (2005). 

Section 72.44(g) also issued under Nuclear 
Waste Policy Act secs. 142(b) and 148(c), (d) 
(42 U.S.C. 10162(b), 10168(c), (d)). Section 
72.46 also issued under Atomic Energy Act 
sec. 189 (42 U.S.C. 2239); Nuclear Waste 
Policy Act sec. 134 (42 U.S.C. 10154). Section 
72.96(d) also issued under Nuclear Waste 
Policy Act sec. 145(g) (42 U.S.C. 10165(g)). 
Subpart J also issued under Nuclear Waste 
Policy Act secs. 117(a), 141(h) (42 U.S.C. 
10137(a), 10161(h)). Subpart K also issued 
under Nuclear Waste Policy Act sec. 218(a) 
(42 U.S.C. 10198). 


m 49. In § 72.10, revise paragraph (e)(2) 
to read as follows: 


§72.10 Employee protection. 


* * * * * 

(e) x ok * 

(2) Copies of NRC Form 3 may be 
obtained by writing to the Regional 
Administrator of the appropriate U.S. 
Nuclear Regulatory Commission 
Regional Office listed in appendix D to 
part 20 of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 
the NRC’s online library at http:// 
www.nrc.gov/reading-rm/doc- 
collections/forms/. 

* * * * * 





§72.214 [Amended] 


@ 50. Amend § 72.214 by removing 
Certificates of Compliance 1000, 1002, 
1003, and 1005. 


PART 73—PHYSICAL PROTECTION OF 
PLANTS AND MATERIALS 


@ 51. Revise the authority citation for 
part 73 to read as follows: 


Authority: Atomic Energy Act secs. 53, 
147, 161, 223, 234, 1701 (42 U.S.C. 2073, 
2167, 2169, 2201, 2282, 2297f, 2210(e)); 
Energy Reorganization Act sec. 201, 204 (42 
U.S.C. 5841, 5844); Government Paperwork 
Elimination Act sec. 1704, 112 Stat. 2750 (44 
U.S.C. 3504 note); Energy Policy Act of 2005, 
Pub. L. 109-58, 119 Stat. 594 (2005). 

Section 73.1 also issued under Nuclear 
Waste Policy Act secs. 135, 141 (42 U.S.C, 
10155, 10161). 

Section 73.37(b)(2) also issued under sec. 
301, Pub. L. 96-295, 94 Stat. 789 (42 U.S.C. 
5841 note). 


w 52. In appendix A, revise the first 
column of the entries for Region I and 
Region IV to read as follows: 


Appendix A to Part 73—U.S. Nuclear 
Regulatory Commission Offices and 
Classified Mailing Addresses 





Rico, South Carolina, Tennessee, Virginia, Virgin Islands, and West 


Virginia. 


* * 


Region IV: Alaska, Arizona, Arkansas, California, Colorado, Hawaii, 


Telephone , 
Address (24 hour) Email 


Idaho, Kansas, Louisiana, Mississippi, Montana, Nebraska, Nevada, 
New Mexico, North Dakota, Oklahoma, Oregon, South Dakota, 
Texas, Utah, Washington, Wyoming, and the U.S. territories and 


possessions in the Pacific. 


* * * * * 


w 53. In appendix C, revise the heading 
to read as follows: 


Appendix C to Part 73—Licensee 
Safeguards Contingency Plans 


* * * * * 


PART 76—CERTIFICATION OF 
GASEOUS DIFFUSION PLANTS 


@ 54. The authority citation for part 76 
continues to read as follows: 


Authority: Atomic Energy Act secs. 161, 
223, 234, 1312, 1701 (42 U.S.C. 2201, 2273, 
2282, 2297b-11, 2297f); Energy 
Reorganization Act secs. 201, 204, 206, 211 
(42 U.S.C. 5841, 5842, 5846, 5851); 


Government Paperwork Elimination Act sec. 
1704 (44 U.S.C. 3504 note); Energy Policy Act 
of 2005, Pub. L. 109-58, 119 Stat. 549 (2005). 


Sec. 76.22 is also issued under Atomic 
Energy Act sec. 193(f) (42 U.S.C. 2243(f)). 

Sec. 76.35(j) also issued under Atomic 
Energy Act sec. 122 (42 U.S.C. 2152). 


w 55. In § 76.7, revise paragraph (e)(3) to 
read as follows: 


§76.7 Employee protection. 
* * * * * 

(e) x FR 

(3) Copies of NRC Form 3 may be 
obtained by writing to the NRC Region 
III Office listed in appendix D to part 20 
of this chapter, via email to 
Forms.Resource@nrc.gov, or by visiting 


the NRC’s online library at /ttp:// 
www.nre.gov/reading-1m/doc- 
collections/forms/. 

* * * * * 


Dated at Rockville, Maryland, this 4th day 
of November, 2014. 

For the Nuclear Regulatory Commission. 
Cindy Bladey, 
Chief, Rules, Announcements, and Directives 
Branch, Division of Administrative Services, 
Office of Administration. 
|FR Doc. 2014-26595 Filed 11-7-14; 8:45 am] 
BILLING CODE 7590-01-P 
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DEPARTMENT OF TRANSPORTATION 


Federal Aviation Administration 


14 CFR Part 145 


[Docket No. FAA-2006-26408, Amdt. No. 
145-30A] 


RIN 2120-AJ61 


Repair Stations 


AGENCY: Federal Aviation 
Administration, DOT. 


ACTION: Final rule; correction. 





SUMMARY: The Federal Aviation 
Administration (FAA) is correcting a 
final rule published in the Federal 
Register on August 12, 2014, (79 FR 
46974). In that rule, the FAA removed 

a word to address what the agency 
perceived to be a previous oversight. 
After publication, and based on 
information in a petition for rulemaking, 
the FAA realized that the word should 
remain. Since the final rule’s changes do 
not become effective until November 10, 
2014, this correction will ensure that the 
word remains in the regulation. 


DATES: Effective November 10, 2014. 


FOR FURTHER INFORMATION CONTACT: For 
technical questions concerning this 
action, contact Susan Traugott, Repair 
Station Branch (AFS—340), Federal 
Aviation Administration, 800 
Independence Avenue SW., Washington 
DC, 20591; telephone (214) 277-8534; 
email Susan.M.Traugott@faa.gov. For 
legal questions concerning this action, 
contact Edmund Averman, Office of the 
Chief Counsel (AGC—210), Federal 
Aviation Administration, 800 
Independence Avenue SW., 
Washington, DC20591; telephone (202) 
267-3147; email Ed. Averman@faa.gov. 


SUPPLEMENTARY INFORMATION: 


Background 


On August 12, 2014, the FAA 
published a final rule entitled “Repair 
Stations,’ (79 FR 46974). In that rule, 
among other things, the agency stated it 
was making a correction to § 145.221(a) 
to remove what it said was the 
“erroneous insertion of the word 
‘serious’ when addressing the service 
difficulty reporting requirements from 
any failure, malfunction, or defect.” We 
noted that the word “serious’’ was 
removed through notice and comment 
rulemaking in a 2001 final rule entitled 
“Repair Stations,” (66 FR 41088; August 
6, 2001). We stated that the word 
“‘serious’’ had been “inadvertently 
inserted by a separate final rule entitled 
‘Service Difficulty Reports,” (65 FR 
56191, September 15, 2000).” 


The agency erred when it stated that 
the September 15, 2000 final rule 
erroneously inserted the word “‘serious”’ 
in the repair station rules for service 
difficulty reporting. The 2000 rule did 
not insert the word “‘serious’’—it simply 
retained it in the predecessor defect 
reporting regulations that the agency 
was amending for unrelated purposes. 
Those rules had limited the types of 
reports required to only those involving 
defects that were ‘“‘serious”’ since at least 
1964. In the 2001 amendments, the 
agency inadvertently omitted the word 
“serious” in new § 145.221(a). (66 FR 
41088; August 6, 2001). The agency 
restored the term in 2003 correctly, 
noting that “it was not the FAA’s intent 
to require repair stations to report all 
failures, malfunctions, and defects.”’ 
“Repair Stations: Service Difficulty 
Reporting,’’ (68 FR 75380; December. 
30, 2003). 

On September 22, 2014, eight 
aviation-related organizations jointly 
filed a petition for rulemaking with the 
FAA (Docket No. FAA—2014-—0767). 
Petitioners included: Aeronautical 
Repair Station Association, Aerospace 
Industries Association, Aircraft 
Electronics Association, Airlines for 
America, Cargo Airline Association, 
General Aviation Manufacturers 
Association, National Air Carrier 
Association, and National Air 
Transportation Association 
(collectively, the “Petitioners’’). The 
Petitioners stated that the FAA erred in 
removing the word “‘serious” from 
§ 145.221(a). While acknowledging the 
above-referenced changes cited by the 
FAA in the 2014 final rule, the 
Petitioners further noted that the word 
“serious” was deliberately and correctly 
reinserted in a December 30, 2003 final 
rule (68 FR 75381). 


After reviewing the 2003 final rule, 
the FAA agrees with the Petitioners and 
is instructing the Federal Register not to 
remove the word “serious”’ in 
§ 145.221(a). 

In FR rule document 2014-18938, 
appearing on page 46971 in the Federal 
Register of Tuesday, August 12, 2014, 
the following correction is made: 


§ 145.221 [Corrected] 


1. On page 46985, in the first column, 
in § 145.221, paragraph (a), add the 
word “serious” before the phrase 
“failure, malfunction, or defect of an 
article.” 


Issued under authority of 49 U.S.C. 106(f), 
44701(a), and 44707 in Washington, DC, on 
November 4, 2014. 

Lirio Liu 

Director, Office of Rulemaking. 

{FR Doc. 2014—26590 Filed 11—7-14; 8:45 am] 
BILLING CODE 4910-13-P 





SECURITIES AND EXCHANGE 
COMMISSION 


17 CFR Parts 232 and 249 


[Release Nos. 33-9638A; 34—72982A; File 
No. S7-08-10] 


RIN 3235—-AK37 


Asset-Backed Securities Disclosure 
and Registration; Correction 


AGENCY: Securities and Exchange 
Commission. 


ACTION: Final rule; correction. 





SUMMARY: We are making technical 
corrections to rules that were published 
in the Federal Register on September 
24, 2014 (79 FR 57184). The 
Commission adopted revisions to 
Regulation AB and other rules 
governing the offering process, 
disclosure, and reporting for asset- 
backed securities. 

DATES: Effective November 24, 2014. 
FOR FURTHER INFORMATION CONTACT: M. 
Hughes Bates, Attorney-Advisor, at 
(202) 551-3850; Division of Corporation 
Finance, Securities and Exchange 
Commission, 100 F Street NE., 
Washington, DC 20549-3628. 
SUPPLEMENTARY INFORMATION: In FR Doc. 
2014-21375, published in the Federal 
Register on Wednesday, September 24, 
2014 (79 FR 57184), the following 
corrections are made: 


§ 232.101 [Corrected] 


w 1. On page 57332, in the first column, 
19th line, amendment 39.b, the 
instruction ‘“Adding paragraph 
(a)(1)(xiv)”’ is corrected to read ‘“‘Adding 
paragraph (a)(1)(xv)”’. 

m 2. On page 57332, in the first column, 
35th line, paragraph designation “(xiv)” 
is corrected to read “‘(xv)’’. 


PART 249—[CORRECTED] 


m 3. On page 57344, in the third column, 
17th line, amendment 62.a is removed 
and amendments 62.b and 62.c are 
redesignated as amendments 62.a and 
62.b, respectively. 

m 4. On page 57345, in the first column, 
21st line, amendment 63.a is removed 
and the remaining amendment is 
redesignated as amendment 63. 
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m 5. On page 57345, in the first column, 
57th line, amendment 64.c is removed 
and amendments 64.d, 64.e, 64.f, 64.g, 
64.h, and 64.i are redesignated as 
amendments 64.c, 64.d, 64.e, 64.f, 64.g, 
and 64.h, respectively. 

Dated: November 3, 2014. 
Brent J. Fields, 
Secretary. 
[FR Doc. 2014-26504 Filed 11—7—-14; 8:45 am] 
BILLING CODE 8011-01-P 


DEPARTMENT OF STATE 


22 CFR Parts 121, 123, 125, and 126 
RIN 1400—AD33 
[Public Notice: 8942] 


Amendment to the International Traffic 
in Arms Regulations: Revision of U.S. 
Munitions List Category XV; Correction 


AGENCY: Department of State. 
ACTION: Final rule, correction. 


SUMMARY: On May 24, 2013, the 
Department of State published a rule (78 
FR 31444) proposing to amend the 
International Traffic in Arms 
Regulations (ITAR) by revising Category 
XV of the U.S Munitions List (USML) as 
part of the President’s Export Control 
Reform (ECR) effort. After review of 
comments to the proposed rule, on May 
13, 2014, the Department published an 
interim final rule that allowed a final 
comment period until June 27, 2014. 
The Department is now making final the 
interim final rule and correcting the 
interim final rule that appeared in the 
Federal Register of May 13, 2014. 
DATES: This rule is effective November 
10, 2014. 

FOR FURTHER INFORMATION CONTACT: Mr. 
C. Edward Peartree, Director, Office of 
Defense Trade Controls Policy, 
Department of State, telephone (202) 
663-2792; email 
DDTCResponseTeam@state.gov. ATTN: 
Regulatory Change, Category XV Final 
Rule. 


SUPPLEMENTARY INFORMATION: The 
Department provides the following 
modification and corrections to the rule, 
“Amendment to the International 
Traffic in Arms Regulations: Revision of 
U.S. Munitions List Category XV,” 
published on May 13, 2014, and 
effective on November 10, 2014 (79 FR 
27180). 

The changes in this rule are meant to 
clarify the regulation by revising certain 
text and providing conforming updates 
to Supplement No. 1 to part 126, taking 
into account revisions made to the 
USML categories in the rule published 


on May 13, 2014. Additionally, 
supplement No. 1 to part 126 is 
amended by adding a note regarding the 
use of the exemptions for transactions 
that require congressional notification 
(Note 17) due to confusion as to when 
the exemptions may be used in 
furtherance of properly notified 
agreements. 

Pursuant to ECR, the Department of 
Commerce has been publishing 
revisions to the Export Administration 
Regulations, including various revisions 
to the Commerce Control List (CCL). 
Revision of the USML and CCL are 
coordinated so there is uninterrupted 
regulatory coverage for items moving 
from the jurisdiction of the Department 
of State to that of the Department of 
Commerce. The Department of 
Commerce’s companion to this notice 
(see “Revisions to the Export 
Administration Regulations: Control of 
Spacecraft Systems and Related Items 
That the President Determines No 
Longer Warrant Control Under the 
United States Munitions List,” 79 FR 
27418) is also published in this edition 
of the Federal Register. 

The following modifications and 
corrections are made to the rule, FR 
Doc. 2014-10806, published on May 13, 
2014 (79 FR 27180): 


PART 121 [CORRECTED] 


§121.1 [Corrected] 


mw 1A. On page 27185, in the third 
column, in amendatory instruction 4, 
add ‘“‘paragraph (d)(1) of U.S. Munitions 
List Category XIII,” before “paragraph (i) 
of U.S. Munitions List Category IV”’. 

m 1B. On page 27185, in the third 
column, in Category IV, paragraph (i), 
“enumerated” is removed and 
“described” is added in its place and on 
page 27186 in the first column, in 
Category IV, paragraph (i), “to a foreign 
person” is added following ‘‘(including 
training)” in two places. 

m 2. On page 27186, in the first column, 
before Category XV the following is 
added: 


Category XII]—Materials and 
Miscellaneous Articles 


* * * * * 


(d) Materials, as follows: 

*(1) Ablative materials fabricated or 
semi-fabricated from advanced 
composites (e.g., silica, graphite, carbon, 
carbon/carbon, and boron filaments) 
specially designed for the articles in 
USML Category IV or XV (MT if usable 
for nozzles, re-entry vehicles, nose tips, 
or nozzle flaps usable in rockets, space 
launch vehicles (SLVs), or missiles 


capable of achieving a range greater than 
or equal to 300 km); or 


* * * * * 


mw 3. On page 27186, in the second 
column, in Category XV, paragraph 
(a)(10), “assembly” is removed and 
“surveillance, assembly, repair,” is 
added in its place. 

m 4. On page 27186, in the second 
column, in Category XV, paragraph 
(a)(11), ‘‘[Reserved]” is removed and 
“Provide for sub-orbital or in-space 
human habitation and have integrated 
propulsion other than that required for 
attitude control;”’ is added in its place. 


m 5. On page 27186, in the second 
column, in Category XV, paragraph 
(a)(12) is removed and “‘That are not 
commercial communications satellites 
and that have integrated propulsion 
other than for attitude control or 
achieving initial orbit;’’ is added in its 
place. 

mG. On page 27187, in the first column, 
in Category XV, Note to paragraph (c) is 
retitled “Note to paragraph (c)(3)’’, it is 
moved to below paragraph (c)(3), and 
‘Articles do not become subject to the 
EAR until integrated into the item 
subject to the EAR. Export, reexport, 
retransfer, or temporary import of, and 
technical data and defense services 
directly related to, defense articles 
intended to be integrated remain subject 
to the ITAR.” is added to the end. 


m 7. On page 27187, in the second 
column, in Category XV: 

@ a. In paragraph (e)(11)(ii) “‘or’’ is 
removed; 

@ b. In paragraph (e)(11)(iii), “)”’ is 
added before the semi-colon and ‘“‘or’’ is 
added after the semi-colon; and 

mc. Paragraph (e)(11)(iv) is added 
reading ‘‘(iv) Plasma based propulsion 
systems;”’ 

m 8. On page 27187, in the third column, 
in Category XV, Note 2 to paragraph 
(e)(18), “XX XX XX”’ is removed and 
“May 13” is added in its place. 

w 9. On page 27188, in the first column, 
in Category XV, Note 2 to paragraph (e), 
“Articles do not become subject to the 
EAR until integrated into the item 
subject to the EAR. Export, reexport, 
retransfer, or temporary import of, and 
technical data and defense services 
directly related to defense articles 
intended to be integrated remain subject 
to the ITAR.” is added to the end. 

mw 10. On page 27188, in the second 
column, in Category XV, paragraph (f), 
“enumerated” is removed and 
“described” is added in its place. 

m 11. On page 27188, in the second 
column, in Category XV, Note 1 to 
paragraph (f): 
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gw a. The word “‘certain”’ is added before 
the second instance of “technical data’’; 
gw b. The word “enumerated” is removed 
and ‘‘described”’ is added in its place; 
and 

wc. The word “includes”’ is removed 
and ‘“‘only applies to” is added in its 
place. 


PART 123 [CORRECTED] 


m 12. On page 271839, in the first 
column, before Part 124— 
AGREEMENTS, OFF-SHORE 
PROCUREMENT, AND OTHER 
DEFENSE SERVICES add the following 
amendments: 


PART 123—LICENSES FOR THE 
EXPORT AND TEMPORARY IMPORT 
OF DEFENSE ARTICLES 


w 5. The authority citation for part 123 
continues to read as follows: 

Authority: Secs. 2, 38, and 71, 90, 90 Stat. 
744 (22 U.S.C. 2752, 2778, 2797); 22 U.S.C. 
2753; 22 U.S.C. 2651a; 22 U.S.C. 2776; Pub. 
L. 105-261, 112 Stat. 1920; Sec 1205(a), Pub. 
L. 107-228; Section 1261, Pub. L. 112-239; 
i.O. 13637, 78 FR 16129. 


w G6. Section 123.16 is amended by 
removing and reserving paragraph 
(b)(10). 

w 7. Section 123.20 is amended by 
revising paragraph (a) to read as follows: 


§ 123.20 Nuclear-related controls. 


(a) The provisions of this subchapter 
do not apply to articles, technical data, 
or services in Category VI, Category XV, 
Category XVI, or Category XX of § 121.1 
of this subchapter to the extent that 
exports of such articles, technical data, 
or services are controlled by the 
Department of Energy or the Nuclear 
Regulatory Commission pursuant to the 
Atomic Energy Act of 1954, as amended, 
and the Nuclear Non-Proliferation Act 
of 1978, as amended, or is a government 
transfer authorized pursuant to these 
Acts. For Department of Commerce 
controls, see 15 CFR 742.3 and 744.2, 
administered pursuant to Section 309(c) 
of the Nuclear Nonproliferation Act of 
1978, as amended (42 U.S.C. 2139a(c)), 
and 15 CFR 744.5, which are not subject 
to this subchapter. 


* * * * * 


PART 125 [CORRECTED] 


w 13. On page 27189, in the second 
column, before the signature, add the 
following amendments: 


PART 125—LICENSES FOR THE 
EXPORT OF TECHNICAL DATA AND 
CLASSIFIED DEFENSE ARTICLES 


a 9. The authority citation for part 123 
continues to read as follows: 


Authority: Secs. 2 and 38, 90, 90 Stat. 744 
(22 U.S.C. 2752, 2778); 22 U.S.C. 2651a; E.O. 
13637, 78 FR 16129. 

m 10. Section 125.4 is amended by 
removing and reserving paragraph (d). 


PART 126 [CORRECTED] 


w 14. On page 27189, in the second 
column, before the signature, add the 
following amendments: 


PART 126—GENERAL POLICIES AND 
PROVISIONS 


w 11. The authority citation for part 126 
continues to read as follows: 

Authority: Secs. 2, 38, 40, 42, and 71, Pub. 
L. 90-629, 90 Stat. 744 (22 U.S.C. 2752, 2778, 
2780, 2791, and 2797); 22 U.S.C. 2651a; 22 
U.S.C. 287c; E.O. 12918, 59 FR 28205; 3 CFR, 
1994 Comp., p. 899; Sec. 1225, Pub. L. 108- 
375; Sec. 7089, Pub. L. 111-117; Pub. L. 111- 
266; Sections 7045 and 7046, Pub. L. 112-74; 
i.O. 13637, 78 FR 16129. 
= 12. Supplement No. 1 to part 126 is 
revised to read as follows: 


Supplement No. 1* 


*An “X”’ in the chart indicates that 
the item is excluded from use under the 
exemption referenced in the top of the 
column. An item excluded in any one 
row is excluded regardless of whether 
other rows may contain a description 
that would include the item. 





Exclusion 


(CA) (AS) (UK) 


USML Category 





Classified defense articles and services. See Note 1 

Defense articles listed in the Missile Technology Control Regime (MTCR) 
Annex. 

U.S. origin defense articles and services used for marketing purposes and 
not previously licensed for export in accordance with this subchapter. 

Defense services for or technical data related to defense articles identified 
in this supplement as excluded from the Canadian exemption. 

Any transaction involving the export of defense articles and services for 
which congressional notification is required in accordance with § 123.15 
and § 124.11 of this subchapter. See Note 17. 

U.S. origin defense articles and services specific to developmental systems 
that have not obtained written Milestone B approval from the U.S. De- 
partment of Defense milestone approval authority, unless such export is 
pursuant to a written solicitation or contract issued or awarded by the 
U.S. Department of Defense for an end-use identified in paragraph 
(e)(1), (e)(2), or (e)(4) of § 126.16 or § 126.17 of this subchapter and is 
consistent with other exclusions of this supplement. 

| Nuclear weapons strategic delivery systems and all components, parts, ac- 
cessories, and attachments specifically designed for such systems and 
associated equipment. 

Defense articles and services specific to the existence or method of com- 
pliance with anti-tamper measures, where such measures are readily 
identifiable, made at originating Government direction. 

Defense articles and services specific to reduced observables or counter 
low observables in any part of the spectrum. See Note 2. 

Defense articles and services specific to sensor fusion beyond that re- 
quired for display or identification correlation. See Note 3. 

Defense articles and services specific to the automatic target acquisition or 
recognition and cueing of multiple autonomous unmanned systems. 

Nuclear power generating equipment or propulsion equipment (e.g., nu- 
clear reactors), specifically designed for military use and components 
therefor, specifically designed for military use. See also § 123.20 of this 





subchapter. 





§ 126.5 





§ 126.16 
X 





§ 126.17 


pI 


X 


2. ae ae, ae 
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USML Category 


V(a)(13) 
V(a)(23) 








Exclusion 


Libraries (parametric technical databases) specially designed for military 
use with equipment controlled on the USML. See Note 13. 

Defense services or technical data specific to applied research as defined 
in §125.4(c)(3) of this subchapter, design methodology as defined in 
§ 125.4(c)(4) of this subchapter, engineering analysis as defined in 
§ 125.4(c)(5) of this subchapter, or manufacturing know-how as defined 
in § 125.4(c)(6) of this subchapter. See Note 12. 

Defense services other than those required to prepare a quote or bid pro- 
posal in response to a written request from a department or agency of 
the United States Federal Government or from a Canadian Federal, Pro- 
vincial, or Territorial Government; or defense services other than those 
required to produce, design, assemble, maintain or service a defense ar- 
ticle for use by a registered U.S. company, or a U.S. Federal Govern- 
ment Program, or for end-use in a Canadian Federal, Provincial, or Ter- 
ritorial Government Program. See Note 14. 

Firearms, close assault weapons, and combat shotguns 

Software source code related to USML Category Il(c), II(d), or II(i). See 
Note 4. 

Manufacturing know-how related to USML Category II(d). See Note 5 

Ammunition for firearms, close assault weapons, and combat shotguns list- 
ed in USML Category I. 

Defense articles and services specific to ammunition and fuse setting de- 
vices for guns and armament controlled in USML Category II. 

Manufacturing know-how related to USML Category III(d)(1) or Ill(d)(2) and 
their specially designed components. See Note 5. 

Software source code related to USML Category III(d)(1) or IIl(d)(2). See 
Note 4. 

Defense articles and services specific to man-portable air defense systems 
(MANPADS). See Note 6. 

Defense articles and services specific to rockets, designed or modified for 
non-military applications that do not have a range of 300 km (i.e., not 
controlled on the MTCR Annex). 

Defense articles and services SpeCifiC to tOrPEDOES oo. eeecceteeeeetttteeeeenees 

Defense articles and services specific to anti-personnel landmines. See 
Note 15. 

Defense articles and services specific to cluster MUNItIONS .............c eee 

Software source code related to USML Category IV(a), IV(b), IV(c), or 
IV(g). See Note 4. 

Manufacturing know-how related to USML Category !V(a), IV(b), IV(d), or 
IV(g) and their specially designed components. See Note 5. 

The following energetic materials and related substances: ..........ccceeeeeee 

a. TATB (triaminotrinitrobenzene) (CAS 3058-38-6); 

b. Explosives controlled in USML Category V(a)(38); 

c. Iron powder (CAS 7439-89-6) with particle size of 3 micrometers or 
less produced by reduction of iron oxide with hydrogen;. 

d. BOBBA-8 (bis(2-methylaziridinyl)2-(2-hydroxypropanoxy) propylamino 
phosphine oxide), and other MAPO derivatives;. 

e. N-methyl-p-nitroaniline (CAS 100-152); OF wo... ccceteeeseeetteeseseeeeneee 

f. Trinitrophenylmethylnitramine (tetryl) (CAS 479—45-8) 

ANF or ANAZF as described in USML Category V(a)(13)(iii) and (iv) 

Difluoraminated derivative of RDX as described in USML Category 
V(a)(23)(iii). 

Pyrotechnics and pyrophorics specifically formulated for military purposes 
to enhance or control radiated energy in any part of the IR spectrum. 

Bis-2, 2-dinitropropylnitrate (BDNPN) ..........c.cccccceccccssseeeeeeessseeeseeensseeeeeeaes 

Developmental explosives, propellants, pyrotechnics, fuels, oxidizers, bind- 
ers, additives, or precursors therefor, funded by the Department of De- 
fense via contract or other funding authorization in accordance with 
notes 1 to 3 for USML Category V(i). This exclusion does not apply if 
such export is pursuant to a written solicitation or contract issued or 
awarded by the U.S. Department of Defense for an end-use identified in 
paragraph (e)(1), (e)(2), or (e)(4) of § 126.16 or § 126.17 of this sub- 
chapter and is consistent with other exclusions of this supplement. 

Defense articles and services specific to cryogenic equipment, and spe- 
cially designed components or accessories therefor, specially designed 
or configured to be installed in a vehicle for military ground, marine, air- 
borne or space applications, capable of operating while in motion and of 
producing or maintaining temperatures below 103 K (— 170 °C). 
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(CA) (A UK) 
USML Category Exclusion §126.5 | §126.16 | §126.17 


Vi 


Vill 
Vill 


(a) 
ites tee a a 





Defense articles and services specific to superconductive electrical equip- 
ment (rotating machinery and transformers) specially designed or config- 
ured to be installed in a vehicle for military ground, marine, airborne, or 
space applications and capable of operating while in motion. This, how- 
ever, does not include direct current hybrid homopolar generators which 
have single-pole normal metal armatures that rotate in a magnetic field 
produced by superconducting windings, provided those windings are the 
only superconducting component in the generator. 

Defense articles and services specific to naval technology and systems re- 
lating to acoustic spectrum control and awareness. See Note 10. 

Nuclear powered vessels 

Defense articles and services specific to naval nuclear propulsion equip- 
ment. See Note 7. 

Software source code related to USML Category Vi(a) or Vi(c). See Note 4 

Defense articles and services specific to cryogenic equipment, and spe- 
cially designed components or accessories therefor, specially designed 
or configured to be installed in a vehicle for military ground, marine, air- 
borne or space applications, capable of operating while in motion and of 
producing or maintaining temperatures below 103 K (— 170 °C). 

Defense articles and services specific to superconductive electrical equip- 
ment (rotating machinery and transformers) specially designed or config- 
ured to be installed in a vehicle for military ground, marine, airborne, or 
space applications and capable of operating while in motion. This, how- 
ever, does not include direct current hybrid homopolar generators which 
have single-pole normal metal armatures that rotate in a magnetic field 
produced by superconducting windings, provided those windings are the 
only superconducting component in the generator. 

Defense articles and services specific to cryogenic equipment, and spe- 
cially designed components and accessories therefor, specially designed 
or configured to be installed in a vehicle for military ground, marine, air- 
borne or space applications, capable of operating while in motion and of 
producing or maintaining temperatures below 103 K (— 170 °C). 

Defense articles and services specific to superconductive electrical equip- 
ment (rotating machinery and transformers) specially designed or config- 
ured to be installed in a vehicle for military ground, marine, airborne, or 
space applications and capable of operating while in motion. This, how- 
ever, does not include direct current hybrid homopolar generators which 
have single-pole normal metal armatures that rotate in a magnetic field 
produced by superconducting windings, provided those windings are the 
only superconducting component in the generator. 

All USML Category VIll(a) items 

Developmental aircraft parts, components, accessories, and attachments 
identified in USML Category VIII(f). 

Manufacturing know-how related to USML Category VIll(a) or Vill(e), and 
specially designed parts or components therefor. See Note 5. 

Software source code related to USML Category VIll(a) or Vill(e). See 
Note 4. 

Training or simulation equipment for Man Portable Air Defense Systems 
(MANPADS). See Note 6. 

Software source code related to USML Category !IX(a) or IX(b). See Note 4 

Software that is both specifically designed or modified for military use and 
specifically designed or modified for modeling or simulating military oper- 
ational scenarios. 

Manufacturing know-how related to USML Category X(a)(1) or X(a)(2), and 
specially designed components therefor. See Note 5. 

Defense articles and services specific to countermeasures and counter- 
countermeasures. See Note 9. 

High Frequency and Phased Array Microwave Radar systems, with capa- 
bilities such as search, acquisition, tracking, moving target indication, 
and imaging radar systems. See Note 16. 

Defense articles and services specific to naval technology and systems re- 
lating to acoustic spectrum control and awareness. See Note 10. 

Defense articles and services specific to USML Category XI (b) (e.g., com- 
munications security (COMSEC) and TEMPEST). 

Software source code related to USML Category XI(a). See Note 4 

Manufacturing know-how related to USML Category XI(a)(3) or XI(a)(4), 
and specially designed components therefor. See Note 5. 

Defense articles and services specific to countermeasures and counter- 
countermeasures. See Note 9. 











X 


x< &< x &X< x< 
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USML Category 


XIII(g) 


XIII(h) 
XIII() 


XIII(1) 
XIV 


XIV(a), XIV(b), XIV(d), XIV(e), 
XIV(f). 








Exclusion 


Defense articles and services specific to USML Category XII(c) articles, ex- 
cept any ist- and 2nd-generation image intensification tubes and 1st- 
and 2nd-generation image intensification night sighting equipment. End- 
items in USML Category XII(c) and related technical data limited to basic 
operations, maintenance, and training information as authorized under 
the exemption in § 125.4(b)(5) of this subchapter may be exported di- 
rectly to a Canadian Government entity (i.e., federal, provincial, terri- 
torial, or municipal) consistent with § 126.5, other exclusions, and the 
provisions of this subchapter. 

Technical data or defense services for night vision equipment beyond 
basic operations, maintenance, and training data. However, the AS and 
UK Treaty exemptions apply when such export is pursuant to a written 
solicitation or contract issued or awarded by the U.S. Department of De- 
fense for an end-use identified in paragraph (e)(1), (e)(2), or (e)(4) of 
§ 126.16 or § 126.17 of this subchapter and is consistent with other ex- 
clusions of this supplement. 

Manufacturing know-how related to USML Category XII(d) and specially 
designed components therefor. See Note 5. 

Software source code related to USML Category XIl(a), XII(b), XII(c), or 
XII(d). See Note 4. 

Defense articles and services specific to USML Category XIll(b) (Military 
Information Security Assurance Systems, cryptographic devices, soft- 
ware, and components). 

Carbon/carbon billets and preforms which are reinforced in three or more 
dimensional planes, specifically designed, developed, modified, config- 
ured or adapted for defense articles. 

Defense articles and services specific to armored plate manufactured to 
comply with a military standard or specification or suitable for military 
use. See Note 11. 

Defense articles and services related to concealment and deception equip- 
ment and materials. 

Energy conversion devices other than fuel CelIS occ eeceeseseteeesteeeenees 

Defense articles and services related to hardware associated with the 
measurement or modification of system signatures for detection of de- 
fense articles as described in Note 2. 

Software source code related to USML Category XIll(a). See Note 4 

Defense articles and services related to toxicological agents, including 
chemical agents, biological agents, and associated equipment. 

Chemical agents listed in USML Category XIV(a), (d) and (e), biological 
agents and biologically derived substances in USML Category XIV(b), 
and equipment listed in USML Category XIV(f) for dissemination of the 
chemical agents and biological agents listed in USML Category XIV(a), 
(b), (d), and (e). 

Defense articles and services specific to spacecraft/satellites. However, the 
Canadian exemption may be used for commercial communications sat- 
ellites that have no other type of payload. 

Defense articles and services specific to ground control stations for space- 
craft telemetry, tracking, and control. Defense articles and services are 
not excluded under this entry if they do not control the spacecraft. Re- 
ceivers for receiving satellite transmissions are also not excluded under 
this entry. 

Defense articles and services specific to GPS/PPS security modules .......... 

Defense articles controlled in USML Category XV(c) except end-items for 
end-use by the Federal Government of Canada exported directly or indi- 
rectly through a Canadian-registered person. 

Anti-jam systems with the ability to respond to incoming interference by 
adaptively reducing antenna gain (nulling) in the direction of the inter- 
ference. 

Antennas having any of the following: 

a. Aperture (overall dimension of the radiating portions of the antenna) 
greater than 30 feet; 

b. All sidelobes less than or equal to —35 dB relative to the peak of the 
main beam; or 

c. Designed, modified, or configured to provide coverage area on the sur- 
face of the earth less than 200 nautical miles in diameter, where ‘“‘cov- 
erage area” is defined as that area on the surface of the earth that is il- 
luminated by the main beam width of the antenna (which is the angular 
distance between half power points of the beam) 

Propulsion systems which permit acceleration of the satellite on-orbit (/.e., 
after mission orbit injection) at rates greater than 0.1 g. 

Attitude determination and control systems designed to provide spacecraft 
pointing determination and contro! or payload pointing system control 
better than 0.02 degrees per axis. 














(UK) 
§ 126.17 
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USML Category Exclusion eiaes 5 128 16 § 12617 
POMC sic ccoiaicvicvcesacasascuaqessueunianees All parts, components, accessories, attachments, equipment, or systems Wee E Baestavacataassy Bb adedeeazacneneee 


for USML Category XV(a) items, except when specially designed for use 
in commercial communications satellites. 

TOO csesuctseerisnesectassseseanestee Defense articles and services specific to spacecraft, ground control station | ............. X X 
systems (only for spacecraft control as controlled in USML Category 
XV(b)), subsystems, components, parts, accessories, attachments, and 
associated equipment controlled in Category XV. 


MAME sop e ei terackeaanastenseaerendes Technical data and defense services directly related to the other defense X X X 
articles excluded from the exemptions for USML Category XV. 

POM asc asnctevinashavsatuier aides eet Defense articles and services specific to design and testing of nuclear X X X 
weapons. 

MAME a cccsxccscvenccnacctssesdanacauseenessacs Classified articles, and technical data and defense services relating there- X X X 
to, not elsewhere enumerated. See Note 1. 

POM evacd ckaciceaszc casa lensoadensncisavedss Defense articles and services specific to directed energy weapon systems | ...........8 xX X 

X|X(e), XIX(f)(1), XIX(f)(2), Defense articles and services specific to gas turbine engine hot section | ............... X X 

XIX(g). components and to Full Authority Digital Engine Control Systems 

(FADEC) or Digital Electronic Engine Controls (DEEC). See Note 8. 

MUM vos dcecuccvedoiutencaraadeccecsutets Technical data and defense services for gas turbine engine hot sections. X X X 
(This does not include hardware). See Note 8. 

MOM asi schunsund tasutaguncdescaccnsatranaes Defense articles and services related to submersible vessels, oceano- X X X 
graphic, and associated equipment. 

MOI Foca ies hucdcasndcaranannantdavantseceaiae Defense articles and services specific to naval technology and systems re- | ............. X X 
lating to acoustic spectrum control and awareness. See Note 10. 

POR ican caneistans cacecasadelipenawassgi nae Defense articles specific to cryogenic equipment, and specially designed | ............0. | cece X 


components or accessories therefor, specially designed or configured to 
be installed in a vehicle for military ground, marine, airborne or space 
applications, capable of operating while in motion and of producing or 
maintaining temperatures below 103 K (— 170 °C). 

MOA 5 Cassini opie ds saceuuansevonnedneecesi ses Defense articles specific to superconductive electrical equipment (rotating | oo... | cece eeeeee X 
machinery and transformers) specially designed or configured to be in- 
stalled in a vehicle for military ground, marine, airborne, or space appli- 
cations and capable of operating while in motion. This, however, does 
not include direct current hybrid homopolar generators that have single- 
pole normal metal armatures which rotate in a magnetic field produced 
by superconducting windings, provided those windings are the only 
superconducting component in the generator. 


OM rc cindecnssatasecdvcanceneceresaxea INGORE PIII VCS asec iin sce cnsicscticcsnnsugasusedis dest astacavanavitecnatsnssanaieduveascs X X Xx 

PRB Sea casicveacieveseesuveeaciaaspeastels Defense articles and services specific to naval nuclear propulsion equip- X X X 
ment. See Note 7. 

PEMA W vesiysdedvcccasncascuaxtadacestinecesses Defense articles and services specific to submarine combat control sys- | .............. X X 
tems. 

SOM osiscx dscns peccetuanssediecaeceventes Software source code related to USML Category XX(a). See Note 4 wn. | eee X X 

MAMAN ac saxacsdsviacccarseaniuacaceunreinas Articles, and technical data and defense services relating thereto, not oth- X X X 


erwise enumerated on the USML, but placed in this category by the Di- 
rector, Office of Defense Trade Controls Policy. 














Note 1:Classified defense articles and services are not eligible for export under the Canadian exemptions. U.S. origin articles, technical data, 
and services controlled in USML Category XVII are not eligible for export under the UK Treaty exemption. U.S. origin classified defense articles 
and services are not eligible for export under either the UK or AS Treaty exemptions except when being released pursuant to a U.S. Department 
of Defense written request, directive, or contract that provides for the export of the defense article or service. 

Note 2:The phrase “any part of the spectrum” includes radio frequency (RF), infrared (IR), electro-optical, visual, ultraviolet (UV), acoustic, and 
magnetic. Defense articles related to reduced observables or counter reduced observables are defined as: 

(a) Signature reduction (radio frequency (RF), infrared (IR), Electro-Optical, visual, ultraviolet (UV), acoustic, magnetic, RF emissions) of de- 
fense platforms, including systems, subsystems, components, materials (including dual-purpose materials used for Electromagnetic Interference 
(EM) reduction), technologies, and signature prediction, test and measurement equipment and software, and material transmissivity/reflectivity 
prediction codes and optimization software. 

(b) Electronically scanned array radar, high power radars, radar processing algorithms, periscope-mounted radar systems (PATRIOT), LADAR, 
multistatic and IR focal plane array-based sensors, to include systems, subsystems, components, materials, and technologies. 

Note 3:Defense articles and services related to sensor fusion beyond that required for display or identification correlation is defined as tech- 
niques designed to automatically combine information from two or more sensors/sources for the purpose of target identification, tracking, des- 
ignation, or passing of data in support of surveillance or weapons engagement. Sensor fusion involves sensors such as acoustic, infrared, electro 
optical, frequency, etc. Display or identification correlation refers to the combination of target detections from multiple sources for assignment of 
common target track designation. 

Note 4:Software source code beyond that source code required for basic operation, maintenance, and training for programs, systems, and/or 
subsystems is not eligible for use of the UK or AS Treaty exemptions, unless such export is pursuant to a written solicitation or contract issued or 
awarded by the U.S. Department of Defense for an end-use identified in paragraph (e)(1), (e)(2), or (e)(4) of § 126.16 or § 126.17 of this sub- 
chapter and is consistent with other exclusions of this supplement. 

Note 5:Manufacturing know-how, as defined in § 125.4(c)(6) of this subchapter, is not ore for use of the UK or AS Treaty exemptions, un- 
less such export is pursuant to a written solicitation or contract issued or awarded by the U.S. Department of Defense for an end-use identified in 
paragraph (e)(1), (e)(2), or (e)(4) of § 126.16 or § 126.17 of this subchapter and is consistent with other exclusions of this supplement. 

Note 6:Defense articles and services specific to Man Portable Air Defense Systems (MANPADS) includes missiles that can be used without 
modification in other applications. It also includes production and test equipment and components specifically designed or modified for MANPAD 
systems, as well as training equipment specifically designed or modified for MANPAD systems. 
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Note 7:Naval nuclear propulsion plants includes all of USML Category VI(e). Naval nuclear propulsion information consists of technical data 
that concern the design, arrangement, development, manufacture, testing, operation, administration, training, maintenance, and repair of the pro- 
pulsion plants of naval nuclear-powered ships and prototypes, including the associated shipboard and shore-based nuclear support facilities. Ex- 
amples of defense articles covered by this exclusion include nuclear propulsion plants and nuclear submarine technologies or systems; nuclear 
powered vessels (see USML Categories VI and XX) 

Note 8:A complete gas turbine engine with embedded hot section components or digital engine controls is eligible for export or transfer under 
the Treaties. Technical data, other than those data required for routine external maintenance and operation, related to the hot section is not eligi- 
ble for export under the Canadian exemption. Technical data, other than those data required for routine external maintenance and operation, re- 
lated to the hot section or digital engine controls, as well as individual hot section parts or components are not eligible for the Treaty exemption 
whether shipped separately or accompanying a complete engine. Gas turbine engine hot section exempted defense article components and 
technology are combustion chambers and liners; high pressure turbine blades, vanes, disks and related cooled structure; cooled low pressure 
turbine blades, vanes, disks and related cooled structure; cooled augmenters; and cooled nozzles. Examples of gas turbine engine hot section 
developmental technologies are Integrated High Performance Turbine Engine Technology (IHPTET), Versatile, Affordable Advanced Turbine En- 
gine (VAATE), and Ultra-Efficient Engine Technology (UEET), which are also excluded from export under the exemptions. 

Note 9:Examples of countermeasures and counter-countermeasures related to defense articles not exportable under the AS or UK Treaty ex- 


emptions are: 
(a) IR countermeasures; 
(b) Classified techniques and capabilities; 
(c) Exports for precision radio frequency location that directly or indirectly supports fire control and is used for situation awareness, target iden- 


tification, target acquisition, and weapons targeting and Radio Direction Finding (RDF) capabilities. Precision RF location is defined as angle of 
arrival accuracy of less than five degrees (RMS) and RF emitter location of less than ten percent range error; 

(d) Providing the capability to reprogram; and 

(e) Acoustics (including underwater), active and passive countermeasures, and counter-countermeasures. 

Note 10:Examples of defense articles covered by this exclusion include underwater acoustic vector sensors; acoustic reduction; off-board, un- 
derwater, active and passive sensing, propeller/propulsor technologies; fixed mobile/floating/powered detection systems which include in-buoy 
signal processing for target detection and classification; autonomous underwater vehicles capable of long endurance in ocean environments 
(manned submarines excluded); automated control algorithms embedded in on-board autonomous platforms which enable (a) group behaviors 
for target detection and classification, (b) adaptation to the environment or tactical situation for enhancing target detection and classification; “in- 
telligent autonomy” algorithms that define the status, group (greater than 2) behaviors, and responses to detection stimuli by autonomous, under- 
water vehicles; and low frequency, broad band “acoustic color,” active acoustic “fingerprint” sensing for the purpose of long range, single pass 
identification of ocean bottom objects, buried or otherwise (controlled under Category USML XI(a)(1), (a)(2), (b), (c), and (d)). 

Note 11:This exclusion does not apply to the platforms (e.g., vehicles) for which the armored plates are applied. For exclusions related to the 
platforms, refer to the other exclusions in this list, particularly for the category in which the platform is controlled. 

The excluded defense articles include constructions of metallic or non-metallic materials or combinations thereof specially designed to provide 
protection for military systems. The phrase “suitable for military use” applies to any articles or materials which have been tested to level IIIA or 
above IAW NiJ standard 0108.01 or comparable national standard. This exclusion does not include military helmets, body armor, or other protec- 
tive garments which may be exported IAW the terms of the AS or UK Treaty. 

Note 12:Defense services or technical data specific to applied research (§ 125.4(c)(3) of this subchapter), design methodology (§ 125.4(c)(4) of 
this subchapter), engineering analysis (§ 125.4(c)(5) of this subchapter), or manufacturing know-how (§ 125.4(c)(6) of this subchapter) are not eli- 
gible for export under the Canadian exemptions. However, this exclusion does not include defense services or technical data specific to build-to- 
print as defined in § 125.4(c)(1) of this subchapter, build/design-to-specification as defined in § 125.4(c)(2) of this subchapter, or basic research 
as defined in § 125.4(c)(3) of this subchapter, or maintenance (i.e., inspection, testing, calibration or repair, including overhaul, reconditioning and 
one-to-one replacement of any defective items parts or components, but excluding any modification, enhancement, upgrade or other form of al- 
teration or improvement that changes the basic performance of the item) of non-excluded defense articles which may be exported subject to 
other exclusions or terms of the Canadian exemptions. 

Note 13:The term “libraries” (parametric technical databases) means a collection of technical information of a military nature, reference to 
which may enhance the performance of military equipment or systems. 

Note 14:|n order to utilize the authorized defense services under the Canadian exemption, the following must be complied with: 

(a) The Canadian contractor and subcontractor must certify, in writing, to the U.S. exporter that the technical data and defense services being 
exported will be used only for an activity identified in Supplement No. 1 to part 126 of this subchapter and in accordance with § 126.5 of this sub- 
chapter; and 

(b) A written arrangement between the U.S. exporter and the Canadian recipient must: 

(1) Limit delivery of the defense articles being produced directly to an identified manufacturer in the United States registered in accordance 
with part 122 of this subchapter; a department or agency of the United States Federal Government; a Canadian-registered person authorized in 
writing to manufacture defense articles by and for the Government of Canada; a Canadian Federal, Provincial, or Territorial Government; 

(2) Prohibit the disclosure of the technical data to any other contractor or subcontractor who is not a Canadian-registered person; 

(3) Provide that any subcontract contain all the limitations of § 126.5 of this subchapter; 

(4) Require that the Canadian contractor, including subcontractors, destroy or return to the U.S. exporter in the United States all of the tech- 
nical data exported pursuant to the contract or purchase order upon fulfillment of the contract, unless for use by a Canadian or United States 
Government entity that requires in writing the technical data be maintained. The U.S. exporter must be provided written certification that the tech- 
nical data is being retained or destroyed; and 

(5) Include a clause requiring that all documentation created from U.S. origin technical data contain the statement that, “This document con- 
tains technical data, the use of which is restricted by the U.S. Arms Export Control Act. This data has been provided in accordance with, and is 
subject to, the limitations specified in § 126.5 of the International Traffic in Arms Regulations (ITAR). By accepting this data, the consignee 
agrees to honor the requirements of the ITAR.” 

(c) The U.S. exporter must provide the Directorate of Defense Trade Controls a semi-annual report regarding all of their on-going activities au- 
thorized under § 126.5 of this subchapter. The report shall include the article(s) being produced; the end-user(s); the end-item into which the 
product is to be incorporated; the intended end-use of the product; and the names and addresses of all the Canadian contractors and sub- 
contractors. 

Note 15:This exclusion does not apply to demining equipment in support of the clearance of landmines and unexploded ordnance for humani- 
tarian purposes. As used in this exclusion, “anti-personnel landmine” means any mine placed under, on, or near the ground or other surface 
area, or delivered by artillery, rocket, mortar, or similar means or dropped from an aircraft and which is designed to be detonated or exploded by 
the presence, proximity, or contact of a person; any device or material which is designed, constructed, or adapted to kill or injure and which func- 
tions unexpectedly when a person disturbs or approaches an apparently harmless object or performs an apparently safe act; any manually-em- 
placed munition or device designed to kill, injure, or damage and which is actuated by remote control or automatically after a lapse of time. 

Note 16:The radar systems described are controlled in USML Category XI(a)(3)(i) through (v). As used in this entry, the term “systems” in- 
cludes equipment, devices, software, assemblies, modules, components, practices, processes, methods, approaches, schema, frameworks, and 
models. 

Note 17:This exclusion does not apply to the export of defense articles previously notified to Congress pursuant to § 123.15 or § 124.11 of this 
subchapter. For use of the Australian and UK exemptions for congressional notification, see § 126.16(0) and § 126.17(0). 
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Rose E. Gottemoeller, 


Under Secretary, Arms Control and 
International Security, Department of State. 


[FR Doc. 2014—26631 Filed 11—7—14; 8:45 am] 
BILLING CODE 4710-25-P 


DEPARTMENT OF STATE 


22 CFR Part 126 

[Public Notice 8943] 

RIN 1400—AD73 

Amendment to the International Traffic 


in Arms Regulations: Policy on 
Exports to Vietnam 


AGENCY: Department of State. 
ACTION: Final rule. 





SUMMARY: The Department of State is 
revising the International Traffic in 
Arms Regulations (ITAR) to reflect a 
change in its policy on exports to 
Vietnam. 


DATES: This rule is effective on 
November 10, 2014. 

FOR FURTHER INFORMATION CONTACT: Mr. 
C. Edward Peartree, Director, Office of 
Defense Trade Controls Policy, 
Department of State, telephone (202) 
663-2792; email 
DDTCPublicComments@state.gov. 
ATTN: Regulatory Change, Exports to 
Vietnam. 


SUPPLEMENTARY INFORMATION: The 
Department has determined that is in 
the best interests of U.S. foreign policy, 
national security, and human rights 
concerns that exports of lethal defense 
articles and defense services to Vietnam 
may be authorized on a case-by-case 
basis when in support of maritime 
security and domain awareness. 


Regulatory Analysis and Notices 


Administrative Procedure Act 


The Department of State is of the 
opinion that controlling the import and 
export of defense articles and services is 
a foreign affairs function of the United 
States Government and that rules 
implementing this function are exempt 
from sections 553 (rulemaking) and 554 
(adjudications) of the Administrative 
Procedure Act (APA), pursuant to 5 
U.S.C. 553(a)(1). Since the Department 
is of the opinion that this rule is exempt 
from 5 U.S.C 553, it is the view of the 
Department that the provisions of 
Section 553(d) do not apply to this 
rulemaking. Therefore, this rule is 
effective upon publication. The 
Department also finds that, given the 
national security issues surrounding 
U.S. policy toward Vietnam, notice and 
public procedure on this rule would be 





impracticable, unnecessary, or contrary 
to the public interest; for this reason, the 
rule is effective upon publication. 


Regulatory Flexibility Act 


Since the Department is of the 
opinion that this rule is exempt from the 
provisions of 5 U.S.C. 553, there is no 
requirement for an analysis under the 
Regulatory Flexibility Act. 


Unfunded Mandates Reform Act of 1995 


This rulemaking does not involve a 
mandate that will result in the 
expenditure by State, local, and tribal 
governments, in the aggregate, or by the 
private sector, of $100 million or more 
in any year and it will not significantly 
or uniquely affect small governments. 
Therefore, no actions were deemed 
necessary under the provisions of the 
Unfunded Mandates Reform Act of 
1995. 


Small Business Regulatory Enforcement 
Fairness Act of 1996 


This rulemaking has been found not 
to be a major rule within the meaning 
of the Small Business Regulatory 
Enforcement Fairness Act of 1996. 


Executive Orders 12372 and 13132 


This rulemaking will not have 
substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with Executive Order 13132, 
it is determined that this rulemaking 
does not have sufficient federalism 
implications to require consultations or 
warrant the preparation of a federalism 
summary impact statement. The 
regulations implementing Executive 
Order 12372 regarding 
intergovernmental consultation on 
Federal programs and activities do not 
apply to this rulemaking. 


Executive Order 12866 


The Department is of the opinion that 
controlling the import and export of 
defense articles and services is a foreign 
affairs function of the United States 
Government and that rules governing 
the conduct of this function are exempt 
from the requirements of Executive 
Order 12866. However, the Department 
has reviewed the rule to ensure its 
consistency with the regulatory 
philosophy and principles set forth in 
the Executive Order. 


Executive Order 13563 


The Department of State has 
considered this rule in light of 
Executive Order 13563, dated January 


18, 2011, and affirms that this regulation 
is consistent with the guidance therein. 


Executive Order 12988 


The Department of State has reviewed 
this rulemaking in light of sections 3(a) 
and 3(b)(2) of Executive Order 12988 to 
eliminate ambiguity, minimize 
litigation, establish clear legal 
standards, and reduce burden. 


Executive Order 13175 


The Department of State has 
determined that this rulemaking will 
not have tribal implications, will not 
impose substantial direct compliance 
costs on Indian tribal governments, and 
will not pre-empt tribal law. 
Accordingly, the provisions of 
Executive Order 13175 do not apply to 
this rulemaking. 


Paperwork Reduction Act 


This rule does not impose any new 
reporting or record-keeping 
requirements subject to the Paperwork 
Reduction Act, 44 U.S.C. Chapter 35. 


List of Subjects in 22 CFR Part 126 


Arms and munitions, Exports. 


For the reasons set forth above, 22 
CFR part 126 is amended as follows: 


PART 126—GENERAL POLICIES AND 
PROVISIONS 


w 1. The authority citation for part 126 
continues to read as follows: 


Authority: Secs. 2, 38, 40, 42, and 71, Pub. 
L. 90-629, 90 Stat. 744 (22 U.S.C. 2752, 2778, 
2780, 2791, and 2797); 22 U.S.C. 2651a; 22 
U.S.C. 287c; E.O. 12918, 59 FR 28205; 3 CFR, 
1994 Comp., p. 899; Sec. 1225, Pub. L. 108- 
375; Sec. 7089, Pub. L. 111-117; Pub. L. 111- 
266; Sections 7045 and 7046, Pub. L. 112-74; 
E.0. 13637, 78 FR 16129. 


mw 2. Section 126.1(1) is revised to read as 
follows: 


§ 126.1 Prohibited exports, imports, and 
sales to or from certain countries. 


* * * * * 


(1) Vietnam. It is the policy of the 
United States to deny licenses or other 
approvals for exports or imports of 
defense articles and defense services 
destined for or originating in Vietnam, 
except that a license or other approval 
may be issued, on a case-by-case basis, 
for: 

(1) Lethal defense articles and defense 
services to enhance maritime security 
capabilities and domain awareness; 

(2) Non-lethal defense articles and 
defense services; or, 

(3) Non-lethal, safety-of-use defense 
articles (e.g., cartridge actuated devices, 
propellant actuated devices and 
technical manuals for military aircraft 
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for purposes of enhancing the safety of 
the aircraft crew) for lethal end-items. 

Note to paragraph (1). For non-lethal 
defense end-items, no distinction will be 
made between Vietnam's existing and new 
inventory. 


* * * * * 


Rose E. Gottemoeller, 


Under Secretary, Arms Control and 
International Security, Department of State. 


[FR Doc. 2014—26632 Filed 11—7-14; 8:45 am] 
BILLING CODE 4710-05-P 








DEPARTMENT OF THE TREASURY 


Internal Revenue Service 


26 CFR Part 1 
[TD 9700] 
RINs 1545-BK73; 1545-BL80 


Allocation of Earnings and Profits in 
Tax-Free Transfers From One 
Corporation to Another; Acquiring 
Corporation for Purposes of Section 
381 


AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Final regulations. 


SUMMARY: This document contains final 


regulations under section 312 of the 
Internal Revenue Code (Code) that 
clarify the regulations under section 312 
regarding the allocation of earnings and 
profits in tax-free transfers from one 
corporation to another. These 
regulations affect corporations involved 
in these transfers and their 
shareholders. This document also 
contains final regulations under section 
381 of the Code that modify the 
definition of an acquiring corporation 
for purposes of section 381 with regard 
to certain acquisitions of assets. These 
regulations affect corporations that 
acquire the assets of other corporations 
in corporate reorganizations. 
DATES: Effective Date: These regulations 
are effective on November 10, 2014. 
Applicability Date: These regulations 
apply to transactions occurring on or 
after November 10, 2014. 
FOR FURTHER INFORMATION CONTACT: 
Stephanie D. Floyd at (202) 317-6848 or 
Isaac W. Zimbalist at (202) 317-6847 
(not toll-free numbers). 
SUPPLEMENTARY INFORMATON: 


Background 


This document contains amendments 
to 26 CFR part 1 under section 312 and 
section 381 of the Code. On April 16, 
2012, the IRS and the Treasury 


Department published a notice of 
proposed rulemaking (REG—141268-11) 
in the Federal Register (77 FR 22515) 
containing proposed regulations under 
section 312 (proposed section 312 
regulations) to clarify § 1.312-11 
regarding the allocation of earnings and 
profits in nonrecognition transfers of 
property from one corporation to 
another. The proposed section 312 
regulations provided that, in a transfer 
described in section 381(a) (section 381 
transaction), the acquiring corporation, 
as defined in § 1.381(a)—1(b)(2), would 
succeed to the earnings and profits of 
the distributor or transferor corporation. 
For example, in a reorganization under 
section 368(a)(1) by reason of section 
368(a)(2)(C), if the transferee 
corporation that directly acquires a 
transferor corporation’s assets 
transferred some, but not all, of the 
acquired assets to a controlled 
subsidiary, the transferee corporation 
(the acquiring corporation under 

§ 1.381(a)—1(b)(2)) would succeed to the 
transferor corporation’s earnings and 
profits. However, if the transferee 
corporation instead transferred all of the 
acquired assets to a controlled 
subsidiary, then the controlled 
subsidiary (the acquiring corporation 
under § 1.381(a)—1(b)(2)) would succeed 
to the transferor corporation’s earnings 
and profits. 


Comments responding to the 
proposed section 312 regulations were 
received, but no public hearing was 
requested or held. In response to the 
comments received on the proposed 
section 312 regulations, on May 7, 2014, 
the IRS and the Treasury Department 
published a notice of proposed 
rulemaking (REG—131239-13) in the 
Federal Register (79 FR 26190) 
containing proposed regulations under 
section 381 (proposed section 381 
regulations) to modify the definition of 
an acquiring corporation for purposes of 
section 381 with regard to certain 
acquisitions of assets. As discussed in 
the preamble to the proposed section 
381 regulations, commenters generally 
welcomed the apparent certainty 
provided by the proposed section 312 
regulations regarding the location of the 
transferor corporation’s earnings and 
profits. However, commenters suggested 
that this certainty was illusory because 
the existing definition of “acquiring 
corporation” under § 1.381(a)—1(b)(2) 
focused on whether the direct transferee 
corporation in a reorganization further 
transferred all of the assets it received 
in the section 381 transaction. Thus, 
commenters suggested that the existing 
regulations under section 381 should be 
revised to limit the degree of electivity 


regarding the identity of the acquiring 
corporation, as well as the uncertainty 
regarding whether all of the assets 
transferred in the section 381 
transaction were further transferred to a 
single controlled corporation. 

The proposed section 381 regulations 
provided greater certainty regarding the 
identity of the acquiring corporation by 
providing that, in a transaction 
described in section 381(a)(2), the term 
acquiring corporation means the 
corporation that directly acquired the 
assets transferred by the transferor 
corporation, even if the direct transferee 
corporation ultimately retained none of 
the assets so transferred. As discussed 
in the preamble to the proposed section 
381 regulations, the IRS and the 
Treasury Department believe that this 
rule is appropriate with respect to 
determining the location of the earnings 
and profits (as well as other tax 
attributes) of a transferor corporation 
because it generally maintains such 
earnings and profits at the corporation 
closest to the transferor corporation’s 
former shareholders in a manner that 
minimizes electivity and administrative 
burden. No comments were received in 
response to the proposed section 381 
regulations, and no public hearing was 
requested or held. 


Explanation of Provisions 


The proposed section 381 regulations 
are adopted without substantive change 
by this Treasury decision. Because the 
proposed section 312 regulations merely 
cross-reference the section 381 
regulations, this Treasury decision also 
adopts the proposed section 312 
regulations without substantive change. 

However, these final regulations make 
a Clarifying, non-substantive change to 
the proposed section 312 regulations. 
The proposed section 312 regulations 
provided that “‘[e]xcept as provided in 
§ 1.312-10, in all other cases in which 
property is transferred from one 
corporation to another and no gain or 
loss is recognized (or is recognized only 
to the extent of the property received 
other than that permitted to be received 
without the recognition of gain), no 
allocation of the earnings and profits of 
the transferor is made to the transferee.”’ 
These final regulations remove the 
language ‘“‘and no gain or loss is 
recognized (or is recognized only to the 
extent of the property received other 
than that permitted to be received 
without the recognition of gain).”’ The 
IRS and the Treasury Department 
believe this language may 
inappropriately imply that allocation of 
earnings and profits may be permitted 
in cases in which gain not expressly 
described is recognized on the transfer 
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of property between corporations (for 
example, gain required to be recognized 
under section 367 or 1001). This 
clarifying, non-substantive change 
confirms that except as provided in 

§ 1.312-10, in all other cases in which 
property is transferred from one 
corporation to another, no allocation of 
earnings and profits is made. 


Special Analyses 


It has been determined that this 
Treasury decision is not a significant 
regulatory action as defined in 
Executive Order 12866, as 
supplemented by Executive Order 
13563. Therefore, a regulatory 
assessment is not required. It has also 
been determined that section 553(b) of 
the Administrative Procedure Act (5 
U.S.C. chapter 5) does not apply to these 
regulations, and because these 
regulations do not impose a collection 
of information on small entities, the 
Regulatory Flexibility Act (5 U.S.C. 
chapter 6) does not apply. Pursuant to 
section 7805(f) of the Code, the notices 
of proposed rulemaking that preceded 
these regulations were submitted to the 
Chief Counsel for Advocacy of the Small 
Business Administration for comment 
on their impact on small business, and 
no comments were received. 


Drafting Information 


The principal author of these 
regulations is Stephanie D. Floyd of the 
Office of Associate Chief Counsel 
(Corporate). Other personnel from the 
IRS and the Treasury Department 
participated in their development. 


List of Subjects in 26 CFR Part 1 


Income taxes, Reporting and 
recordkeeping requirements. 


Adoption of Amendments to the 
Regulations 

Accordingly, 26 CFR part 1 is 
amended as follows: 


PART 1—INCOME TAXES 


w Paragraph 1. The authority citation 
for part 1 continues to read in part as 
follows: 


Authority: 26 U.S.C. 7805 * * * 


gw Par. 2. Section 1.312—11 is amended 
by revising paragraph (a) and adding 
paragraph (e) to read as follows: 


§1.312-11 Effect on earnings and profits 
of certain other tax-free exchanges, tax-free 
distributions, and tax-free transfers from 
one corporation to another. 

(a) In a transfer described in section 
381(a), the acquiring corporation, as 
defined in § 1.381(a)—1(b)(2), and only 
that corporation, succeeds to the 


earnings and profits of the distributor or 
transferor corporation (within the 
meaning of § 1.381(a)—1(a)). Except as 
provided in § 1.312-—10, in all other 
cases in which property is transferred 
from one corporation to another, no 
allocation of the earnings and profits of 
the transferor is made to the transferee. 


* * * * * 


(e) Effective/applicability date. 
Paragraph (a) of this section applies to 
transactions occurring on or after 
November 10, 2014. 


w Par. 3. Section 1.381(a)—1 is amended 
by: 
w a. Removing the third, fourth, and 
fifth sentences of paragraph (b)(2)(i) and 
adding one sentence in their place. 
g b. Removing from the last sentence of 
paragraph (b)(2)(ii) Example 2 “Y” and 
adding ‘‘X”’ in its place. 
mc. Redesignating paragraph (b)(3)(i) as 
paragraph (b)(3). 
mw d. Removing paragraph (b)(3)(ii). 
mw e. Adding a sentence at the end of 
paragraph (e). 

The additions read as follows: 


§ 1.381(a)-1 General rule relating to 
carryovers in certain corporate 
acquisitions. 

* * * * * 


(b) kos 

(2)* * *(i)* * * Ina transaction to 
which section 381(a)(2) applies, the 
acquiring corporation is the corporation 
that, pursuant to the plan of 
reorganization, directly acquires the 
assets transferred by the transferor 
corporation, even if that corporation 
ultimately retains none of the assets so 


transferred. 
* * * * * 


(e) * * * The last sentence of 
paragraph (b)(2)(i) of this section and 
Example 2 of paragraph (b)(2)(ii) of this 
section apply to transactions occurring 
on or after November 10, 2014. 


§ 1.381(c)(2)-1 [Amended] 


w Par. 4. Section 1.381(c)(2)-1 is 
amended by removing paragraph (d). 


John Dalrymple, 
Deputy Commissioner for Services and 
Enforcement. 

Approved: October 17, 2014. 
Mark J. Mazur, 
Assistant Secretary of the Treasury (Tax 
Policy). - 
[FR Doc. 2014-26546 Filed 11—7-14; 8:45 am] 
BILLING CODE 4830-01-P 


DEPARTMENT OF LABOR 


Employee Benefits Security 
Administration 


29 CFR Part 2520 
RIN 1210-AB66 


Revisions to Annual Return/Report— 
Multiple-Employer Plans 


AGENCY: Employee Benefits Security 
Administration, Labor. 

ACTION: Interim final rule with request 
for comments. 


SUMMARY: This interim final rule 
describes revisions to the Form 5500 
Annual Return/Report of Employee 
Benefit Plan and Form 5500-SF Annual 
Return/Report of Small Employee 
Benefit Plan (together ‘‘Form 5500 
Annual Return/Report”’) to implement 
annual reporting changes for multiple- 
employer plans required by The 
Cooperative and Small Employer 
Charity Pension Flexibility Act (CSEC 
Act), enacted on April 7, 2014. The 
Form 5500 annual return/report is filed 
by employee benefit plans under the 
Employee Retirement Income Security 
Act of 1974 (ERISA) and sections 
6047(e), 6057(b), 6058(a), and 6059 of 
the Internal Revenue Code (Code). The 
CSEC Act established additional annual 
reporting requirements for multiple- 
employer plans for plan years beginning 
after December 31, 2013, by adding new 
section 103(g) to Title ] of ERISA. 
Specifically, the annual return/report of 
a multiple-employer plan must include 
a list of participating employers and a 
good faith estimate of the percentage of 
total contributions made by each 
participating employer during the plan 
year. This interim final rule also 
includes findings by the Department of 
Labor (Department) under the 
Administrative Procedure Act that good 
cause exists to adopt these revisions on 
an interim final basis without prior 
notice and public comments. 

DATES: Effective Date. This interim final 
rule is effective on November 10, 2014. 

Comment Date. Comments are due on 
or before January 9, 2015. We will 
consider public comments in 
connection with publishing a final rule 
that would apply no earlier than the 
2015 Form 5500. 

Applicability Dates. The multiple- 
employer plan reporting requirements 
under the CSEC Act apply to plan years 
beginning after December 31, 2013, 
which created an immediate need for 
changes to the Form 5500 and Form 
5500-SF. Accordingly, the CSEC Act 
form changes in this document will be 
applicable beginning with the 2014 
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Form 5500 Annual Returns/Reports 
filed for plan years beginning after 
December 31, 2013. 

ADDRESSES: Written comments may be 
submitted to any of the addresses 
specified below. All comments will be 
made available to the public. Warning: 
Do not include any personally 
identifiable information (such as name, 
address, or other contact information) or 
confidential business information that 
you do not want publicly disclosed. All 
comments are posted on the Internet 
exactly as received, and can be retrieved 
by most Internet search engines. No 
deletions, modifications, or redactions 
will be made to the comments received, 
as they are public records. Comments 
may be submitted anonymously. 

Comments to the Department of 
Labor, identified by RIN 1210—-AB66, by 
one of the following methods: 

Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

Email: E-ORI@dol.gov with Subject 
Line: RIN 1210—AB66—CSEC Act Form 
5500 Interim Final Rule. 

Mail or Hand Delivery: Office of 
Regulations and Interpretations, 
Employee Benefits Security 
Administration, Room N—5655, U.S. 
Department of Labor, 200 Constitution 
Avenue NW., Washington, DC 20210, 
Attention: RIN 1210—AB66—CSEC Act 
Form 5500 Interim Final Rule. 

Comments received by the 
Department of Labor will be posted 
without change to http:// 
www.regulations.gov and http:// 
www.dol.gov/ebsa and made available 
for public inspection at the Public 
Disclosure Room, N-1513, Employee 
Benefits Security Administration, 200 
Constitution Avenue NW., Washington, 
DC 20210. 

FOR FURTHER INFORMATION CONTACT: 
Mara S. Blumenthal, Employee Benefits 
Security Administration, U.S. 
Department of Labor, (202) 693-8523, 
for questions relating to this document. 
Note that this is not a toll-free number. 

Customer service information: 
Individuals interested in obtaining 
information from the Department of 
Labor concerning the Employee 
Retirement Income Security Act may 
call the EBSA Toll-Free Hotline at 1- 
866—444-EBSA (3272) or visit the 
Department of Labor’s Web site 
(www.dol.gov/ebsa). 

SUPPLEMENTARY INFORMATION: 


I. Background 


A. Form 5500 Annual Return/Report 


Section 103 of ERISA, 29 U.S.C. 1023, 
and the regulations issued under that 
section, impose annual reporting and 


filing obligations on pension and 
welfare benefit plans, including 
multiple-employer plans. Plan 
administrators, employers, and others 
generally satisfy these annual reporting 
obligations by the filing of the Form 
5500 Annual Return/Report of 
Employee Benefit Plan or Form 5500—SF 
Annual Return/Report of Small 
Employee Benefit Plan, including any 
required schedules and attachments, 
(together ‘“‘Form 5500 Annual Return/ 
Report’), in accordance with the 
instructions and related regulations. 
The Form 5500 Annual Return/Report 
is the principal source of information 
and data available to the Department, 
the Internal Revenue Service (IRS), and 
the Pension Benefit Guaranty 
Corporation (PBGC) concerning the 
operations, funding, and investments of 
pension and welfare benefit plans. The 
Form 5500 Annual Return/Report 
constitutes an integral part of each 
Agency’s enforcement, research, and 
policy formulation programs, and is a 
source of information and data for use 
by other federal agencies, Congress, and 
the private sector in assessing employee 
benefit, tax, and economic trends and 
policies. The Form 5500 Annual Return/ 
Report also serves as a primary means 
by which plan operations can be 
monitored by participants and 
beneficiaries and by the general public. 


B. Cooperative and Small Employer 
Charity Pension Flexibility Act and 
Additional Reporting Requirements for 
Multiple-Employer Plans 


The Cooperative and Small Employer 
Charity Pension Flexibility Act (CSEC 
Act), Public Law 113-97, 128 Stat. 1101, 
enacted on April 7, 2014, amended the 
funding rules for pension plans that are 
maintained by certain cooperatives or 
charities. In addition, the CSEC Act 
created additional annual reporting 
requirements for multiple-employer 
plans covered by Title I of ERISA. 
Specifically, section 104(c) of the CSEC 
Act amended section 103 of ERISA to 
require in section 103(g) that annual 
reports of multiple-employer plans 
include “‘a list of participating 
employers” and, with respect to each 
participating employer, ‘‘a good faith 
estimate of the percentage of total 
contributions made by such 
participating employers during the plan 
year.’’! These additional reporting 


1 The Government Accountability Office also 
recommended that the Form 5500 be used to collect 
information about participating employers in 
multiple employer plans. See GAO Report to the 
Chairman, United States Senate Committee on 
Health, Education, Labor, and Pensions, entitled 
“PRIVATE SECTOR PENSIONS: Federal Agencies 
Should Collect Data and Coordinate Oversight of 


requirements apply generally to a 
multiple-employer plan regardless of 
whether the plan is affected by the 
modifications to the minimum funding 
requirements made by the CSEC Act.? 
The effective date provisions in section 
3 of the CSEC Act make these new 
annual reporting requirements 
applicable for plan years beginning after 
December 31, 2013. 

The CSEC Act did not define the 
terms included in the new annual 
reporting requirement or otherwise 
explain the purpose or objectives of the 
requirement. In light of the fact that the 
CSEC Act directed changes to Form 
5500 reporting, the Department believes 
that it is appropriate to use existing 
Form 5500 definitions and requirements 
to implement the CSEC Act changes. 
This approach will also allow the 
Department to establish a uniform way 
for plan administrators and employers 
to comply with reporting requirements 
and ensure that consistent information 
about participating employers in 
multiple-employer plans is available to 
the public as part of the Form 5500 
information collection. 

In order to implement the CSEC Act 
requirements in a timely fashion, this 
interim final rule changes the Form 
5500 and Form 5500-SF generally for 
plan years beginning after December 31, 
2013. First, certain conforming revisions 
to Part I (Annual Report Identification 
Information) of the Form 5500 Annual 
Return/Report are being made to enable 
multiple-employer plans to comply with 
the new requirements imposed by 
section 104(c) of the CSEC Act. 
Specifically, Part 1, line A—Multiple- 
Employer Plan, of the Form 5500 and 
Form 5500-SF currently provides a box 
to check if the Form 5500 or Form 
5500-SF is being filed for a multiple- 
employer plan. A parenthetical is being 
added next to the box that tells filers 
checking the box that they must attach 
a list of participating employers and 
related information and directs them to 
the form instructions for further 
information and directions on the filing 
requirements for the attachment. 

The instructions to the Form 5500 and 
Form 5500-SF for that box are also 
being amended to include information 
and specific directions on completing 
and filing the required attachment. The 
instructions to the Form 5500 and Form 


Multiple Employer Plans,” GAO 12-665 (Sept. 
2012). 

* This document is limited to the annual 
reporting changes required by section 104(c) of the 
CSEC Act and does not address possible guidance 
on completing the Schedule SB to reflect 
modifications to the minimum funding 
requirements made by the CSEC Act for multiple- 
employer plans affected by those modifications. 
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5500-SF will now provide that the 
Annual Return/Report filed for a 
multiple-employer plan must include an 
attachment that identifies the 
participating employers in the plan by 
name and employer identification 
number (EIN) and includes for each 
participating employer an estimate of 
the percentage of the contributions 
made by each employer (including 
employer and participant contributions) 
relative to the total contributions made 
by all participating employers during 
the plan year. This attachment, entitled 
“Multiple-Employer Plan Participating 
Employer Information,’ supplements 
and does not replace other Form 5500 
filing requirements that apply to 
multiple-employer plans. 

For purposes of defining the 
employee benefit plans subject to the 
CSEC Act reporting requirement, the 
interim final rule uses the existing 
definition of ‘‘multiple-employer plan”’ 
in the instructions for the Form 5500 
Annual Return/Report. Specifically, a 
multiple-employer plan in this context 
is a plan that is maintained by more 
than one employer and is not a “single 
employer plan” or a ‘“‘multiemployer 
plan” for Form 5500 filing purposes.* 
Multiple-employer plans can be 
collectively bargained and collectively 
funded, but if covered by PBGC 
termination insurance, they must have 
properly elected before September 27, 
1981, not to be treated as a 
multiemployer plan under Code section 
414(f)(5) or ERISA sections 3(37)(E) and 
4001(a)(3), and have not revoked that 
election or made an election to be 
treated as a multiemployer plan under 
Code section 414(f)(6) or ERISA section 
3(37)(G). A plan is treated as a single- 
employer plan for Form 5500 purposes 
if all of the employers maintaining the 
plan are members of the same controlled 
group or affiliated service group under 
Code sections 414(b), (c), or (m). See 
Form 5500 and Form 5500—SF 
Instructions for Line A—Box (available 
at www.dol.gov/ebsa/ 
5500main.html#2013). 

Although the CSEC Act was focused 
on amendments to the funding rules for 
certain defined benefit pension plans, 
the annual reporting amendment to 
section 103 of ERISA did not limit the 
new reporting requirement to defined 
benefit pension plans. Rather, the new 
requirement applies generally to “any 
multiple-employer plan.’’ Accordingly, 


“Unlike the Form 5500, which excludes multiple 
employer plans from the definition of single- 
employer plans, ERISA section 3(41) defines all 
plans, with the sole exception of multiemployer 
plans, as single-employer plans. The Form 5500 
multiple-employer plan definition is the relevant 
definition for purposes of this interim final rule. 


the interim final rule adds instructions 
for the Form 5500 and Form 5500-—SF 
requiring all multiple-employer plans 
(defined benefit pension plans, defined 
contribution plans, and welfare plans) 
required to file the Form 5500 or Form 
5500-SF to include with their annual 
report the new “Multiple-Employer Plan 
Participating Employer Information” 
attachment. The form instructions 
further provide that welfare plans that 
are exempt under 29 CFR 2520.104—44 
from the obligation to file financial 
statements with their annual report are 
required to include a “‘Multiple- 
Employer Plan Participating Employer 
Information” attachment, but are 
permitted to report only a list of 
participating employers in the 
attachment filed with their Form 5500 
Annual Return/Report. 


The CSEC Act required information to 
be reported on “participating 
employers.” That term, however, was 
not defined in the CSEC Act, and it is 
not otherwise defined in Title I of 
ERISA or used elsewhere in ERISA 
section 103 or the Department’s 
regulations implementing the ERISA 
annual reporting requirements. 
However, the Department has used the 
term ‘‘participating employer” in other 
contexts generally to describe employers 
that are obligated to make contributions 
to a plan, made contributions to the 
plan, or whose employees are covered 
under the plan. See, e.g., DOL Advisory 
Opinion 81—44A. The Department uses, 
a similar concept in its regulation on 
content requirements for summary plan 
descriptions (SPD), 29 CFR 2520.102-3. 
Specifically, 29 CFR 2520.102—3(b)(4) 
requires that the SPD of a plan 
established or maintained by two or 
more employers must contain a 
statement that a complete list of the 
employers sponsoring the plan may be 
obtained by participants and 
beneficiaries on request and a statement 
that the list is available for examination 
by participants and beneficiaries at the 
plan administrator’s office. The term 
“sponsoring employer” includes 
employers that are obligated to make 
contributions to a plan or whose 
employees are covered under the plan. 
Accordingly, because employee benefit 
plans must maintain a list of employers 
that are obligated to make contributions 
to the plan or whose employees are 
covered under the plan, the Department 
believes that interpreting the term 
‘participating employer’ to include all 
employers that are obligated to make 
contributions to the plan, that make 
contributions to the plan, or whose 
employees are covered under the plan 
would be consistent with the CSEC Act 


annual reporting changes and the least 
burdensome alternative for filers. 

In addition to requiring disclosure of 
a list of participating employers, the 
CSEC Act requires ‘‘a good faith 
estimate of the percentage of total 
contributions made by such 
participating employers during the plan 
year.” In the case of many employee 
benefit plans, in addition to employer 
contributions, participants (and in some 
cases beneficiaries) may pay amounts to 
the employer for contribution to the 
plan and the employer may withhold 
amounts from wages or other 
compensation for contribution to the 
plan. Under Title I of ERISA, the 
Department generally classifies such 
contributions as “employee 
contributions” or “participant 
contributions,’’ while under the Internal 
Revenue Code such contributions may 
be classified for some purposes as 
“employer contributions.”’ The Form 
5500 Annual Return/Report generally 
follows the Title I classification system 
and includes several distinct reporting 
requirements that call for employer and 
participant contributions to be 
accounted for and reported separately. 
The Department believes that the CSEC 
Act should be interpreted consistently 
with existing Form 5500 Annual 
Return/Report requirements regarding 
contributions and require that multiple- 
employer plans include both employer 
and participant contributions in 
calculating the percentage of each 
employer’s contributions relative to 
those made by all participating 
employers. Particularly in the case of 
defined contribution and welfare plans, 
requiring reporting of both employer 
and participant contributions will help 
the Department better understand the 
role of each participating employer in 
the overall funding of the plan. 

The Department similarly believes the 
“during the plan year” concept should 
be interpreted consistent with other 
financial reporting requirements on the 
Form 5500 Annual Return/Report. The 
instructions for the Form 5500 Annual 
Return/Report allow filers to report 
financial information using “‘the cash, 
modified cash, or accrual basis for 
recognition of transactions, as long as 
you use one method consistently.” A 
literal interpretation of the phrase 
“during the plan year’ might suggest 
that Congress intended that the CSEC 
percentage calculation be done using a 
cash basis. There is nothing in the CSEC 
Act, however, that indicates that 
Congress intended to impose such a 
burden on plans that currently use an 
accrual approach to measuring 
contributions for the plan year. In fact, 
elsewhere in the Form 5500 the 
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Department has used the terms “‘during 
the plan year’ and ‘‘for the plan year”’ 
interchangeably in a way that allows 
plans to use cash or accrual approaches 
to recognizing contribution amounts. 
Specifically, the Schedule R requires 
that multiemployer plans report the 
dollar amount contributed by each 
employer that contributed more than 
five percent (5%) of total contributions 
to the plan “during the plan year 
(measured in dollars).’’ The instructions 
state that the plan should enter 
information for any employer that 
contributed more than five percent (5%) 
of the plan’s total contributions “‘for the 
plan year.” Accordingly, in the 
Department’s view, it is an appropriate 
reading of the CSEC Act requirements to 
allow filers to use the same method 
(cash, modified cash, or accrual) for 
calculating the good faith estimate that 
they use for recognizing other financial 
transactions on the Form 5500 Annual 
Return/Report. 


II. Good Cause for Exemption From 
Public Notice and Comment and 
Immediate Effective Date 


To issue an interim final rule without 
prior public notice and comment, an 
agency must find good cause that notice 
and comment are impracticable, 
unnecessary, or contrary to the public 
interest. 5 U.S.C. 553(b). To issue a rule 
that is immediately effective, an agency 
similarly must find good cause for 
dispensing with the 30-day delay 
required by the Administrative 
Procedure Act (APA). The multiple- 
employer plan reporting requirements 
under the CSEC Act apply to plan years 
beginning after December 31, 2013, thus 
creating an immediate need for changes 
to the Form 5500 and Form 5500-SF. 
Without these changes to the Form 5500 
and related instructions, multiple- 
employer plans would have no uniform 
way to comply with the CSEC Act 
requirements and nor would there be 
any assurance that uniform information 
about participating employers in 
multiple-employer plans would be 
available to the public. In addition, the 
Department would be hampered in its 
ability to comply with the Congressional 
directive in the CSEC Act to collect the 
reported information. Moreover, only 
multiple-employer plans, which are a 
relatively small percentage of Form 
5500 Annual Return/Report filers, are 
affected by this change,* and the 
requirements are limited in scope to the 


4 The Department estimates that 5,527 multiple 
employer plans are subject to the requirements of 
the CSEC Act Amendment (280 defined benefit 
plans, 4,739 defined contribution plans, and 508 
welfare plans). 





information specifically required under 
the CSEC Act. 

Further, reporting the basic 
information about participating 
employers required by the CSEC Act 
should not be burdensome for multiple- 
employer plans because they are already 
required to maintain a list of 
participating employers and records of 
the contributions made by each 
employer. As noted above, the 
Department’s regulation on content 
requirements for summary plan 
descriptions, 29 CFR 2520.102-3, 
requires in the case of a plan established 
or maintained by two or more 
employers that the SPD contain a 
statement that a complete list of the 
employers sponsoring the plan may be 
obtained by participants and 
beneficiaries on request and a statement 
that the list is available for examination 
by participants and beneficiaries at the 
plan administrator’s office. In addition, 
the Form 5500 Annual Return/Report 
currently requires that plans report 
information on employer and 
participant contributions as part of the 
financial information required to be 
filed. Section 107 of ERISA requires the 
plan administrator to keep records in 
sufficient detail to allow the information 
on the Form 5500 Annual Return/Report 
to be “‘verified, explained, or clarified, 
and checked for accuracy and 
completeness.” In the Department’s 
view, this would require the plan to 
keep records sufficient to identify the 
participating employers and the amount 
of the contributions attributable to each 
individual employer, participant or 
beneficiary. 

The Department thus finds for good 
cause that it would be impracticable and 
contrary to the public interest to delay 
putting the above described revisions to 
the Form 5500 and Form 5500—SF 
required by the CSEC Act into place 
until completion of a full notice and 
public comment process. For the same 
reasons, the Department also finds good 
cause to adopt an effective date that 
would be less than 30 days after the 
publication in the Federal Register 
pursuant to the APA. 5 U.S.C. 553(d). 
The adoption of the changes affecting 
the 2014 Form 5500 Annual Return/ 
Report will be effective as of the date of 
publication of this document in the 
Federal Register. The same or related 
information for multiple-employer plans 
will continue to be required to be 
provided on the 2015 and later Form 
5500 Annual Returns/Reports, but for 
2015 and later, the format for providing 
this information may be different. 

Although the revisions in this 
document will be effective beginning 
with the 2014 Form 5500 and 2014 


Form 5500-SF, and related instructions, 
the Department seeks comments on this 
interim final rule. The comments will be 
considered in connection with final 
revisions that will be adopted in 
connection with the 2015 or later year 
forms. 


III. Executive Order 12866 


This Interim Final Regulation does 
not constitute a “significant regulatory 
action” for purposes of Executive Order 
12866. Therefore, this action has not 
been reviewed by OMB pursuant to the 
Executive Order. 


IV. Paperwork Reduction Act 


In accordance with the requirements 
of the Paperwork Reduction Act of 1995 
(PRA) (44 U.S.C. 3501 et seq.), the Form 
5500 information collection request 
(ICR) has been approved by OMB under 
control number 1210-0110, which 
currently is scheduled to expire on 
April 30, 2015. On September 8, 2014, 
the Department submitted an ICR 
revision reflecting the CSEC Act 
revision to OMB utilizing the emergency 
PRA clearance procedures in 
accordance with 5 CFR 1320.13. OMB 
approved the emergency submission on 
October 7, 2014. 

Based on data from the 2012 Form 
5500 filings (the latest year for which 
complete data are available), the 
Department estimates that 5,527 
multiple-employer plans are subject to 
the requirements of the CSEC Act 
amendment (280 defined benefit plan, 
4,739 defined contribution plans, and 
508 welfare plans). The Department 
assumes that plan administrators will 
comply with the new requirements; 
therefore, the entire burden is hour 
burden. 

Reporting the basic information about 
participating employers required by the 
CSEC Act should not be burdensome for 
multiple-employer plan administrators, 
because as discussed in detail above, 
current requirements under ERISA 
already require them to maintain a list 
of participating employers and records 
of the contributions made by each 
employer. Therefore, the Department 
assumes that on average, it will take a 
financial professional thirty (30) 
minutes to comply the CSEC Act 
amendments by creating an attachment 
containing the list of participating 
employers, their EINs, and their 
percentage of total plan contributions. 
Based on the foregoing, the Department 
estimates that 5,527 multiemployer plan 
administrators will spend 
approximately 2,764 hours complying 
with the CSEC Act requirements at an 
equivalent cost of approximately 
$173,000 (2,764 hours times $69 for the 
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services of an in-house financial 
professional).® 

The OMB emergency approval expires 
on April 30, 2015. Therefore, 
contemporaneously with the 
publication of the interim final rule, the 
Department has published a notice 
elsewhere in this issue of the Federal 
Register informing the public of its 
intention to extend the OMB approval 
for three years. The notice solicits 
comments on the revisions to the ICR 
and provides the public with 60 days to 
comment as required by 5 CFR 
1320.8(d). 


V. Changes to the Form 5500 and Form 
5500-SF and Instructions 


On the Form 5500 and Form 5500-SF, 
in “Part I Annual Report Identification 
Information’’—Box for Multiple- 
Employer Plan add the following 
parenthetical: 


(Filers checking this box must attach a list of 
participating employer information in 
accordance with the form instructions). 


In the Form 5500 Instructions for Part 
] Annual Report Identification 
Information—Box for Multiple- 
Employer Plan add the following 
instructions as a new second paragraph: 


Except as provided below, multiple- 
employer pension plans and multiple- 
employer welfare plans required to file a 
Form 5500 must include an attachment using 
the format below that (1) lists each 
participating employer in the plan during the 
plan year, identified by name and employer 
identification number (EIN), and (2) includes 
a good faith estimate of each employer's 
percentage of the total contributions 
(including employer and participant 
contributions) made by all participating 
employers during the year. Any employer 
who was obligated to make contributions to 
the plan for the plan year, made 
contributions to the plan for the plan year, 


or whose employees were covered under the 
plan is a ‘participating employer’’ for this 
purpose. If a participating employer made no 
contributions, enter ‘‘-0-” in element (c). 

The attachment must be properly 
identified at the top with the label ‘‘Multiple- 
Employer Plan Participating Employer 
Information,” and the name of the plan, EIN, 
and plan number (PN) as found on the plan’s 
Form 5500. 

Multiple-employer welfare plans that are 
exempt under 29 CFR § 2520.104—44 from the 
obligation to file financial statements with 
their annual report are required to include 
only a list of participating employers with 
the corresponding EIN/PN numbers in 
elements (a) and (b) of the ‘‘Multiple- 
Employer Plan Participating Employer 
Information” attachment included with their 
Form 5500. 

Complete as many entries as needed to 
report the required information for all 
participating employers. 


MULTIPLE-EMPLOYER PLAN PARTICIPATING EMPLOYER INFORMATION 
[Insert Name of Plan and EIN/PN as shown on the Form 5500] 


(a) Name of participating employer 
(a) Name of participating employer 


In the Form 5500-SF Instructions for 
Part I Annual Report Identification 
Information—Box for Multiple- 
Employer Plan add the following 
instructions as a new second paragraph: 

Multiple-employer pension plans required 
to file a Form 5500-SF must include an 
attachment using the format below that (1) 
lists each participating employer in the plan 
during the plan year, identified by name and 
employer identification number (EIN), and 





(2) includes a good faith estimate of each 
employer’s percentage of the total 
contributions (including employer and 
participant contributions) made by all 
participating employers during the year. Any 
employer who was obligated to make 
contributions to the plan for the plan year, 
made contributions to the plan for the plan 
year, or whose employees were covered 
under the plan is a “participating employer” 
for this purpose. If a participating employer 


(c) Percent of Total Contributions. 
(c) Percent of Total Contributions. 


made no contributions, enter “-0-”’ in 
element (c). 

The attachment must be properly 
identified at the top with the label ‘‘Multiple- 
Employer Plan Participating Employer 
Information,” and the name of the plan, EIN, 
and plan number (PN) as found on the plan’s 
Form 5500-SF. 

Complete as many entries as needed to 
report the required information for all 
participating employers. 


MULTIPLE-EMPLOYER PLAN PARTICIPATING EMPLOYER INFORMATION 
[Insert Name of Plan and EIN/PN as shown on the Form 5500-SF] 









Signed at Washington, DC, this 30th day of 
October 2014. 
Phyllis C. Borzi, 
Assistant Secretary, Employee Benefits 
Security Administration, U.S. Department of 
Labor. 
[FR Doc. 2014-26498 Filed 11—7-14; 8:45 am] 
BILLING CODE P 


° The Department calculated the hourly labor rate 
using published survey data from the Bureau of 
Labor Statistics, Occupational Employment 


(a) Name of participating employer .................. 
(a) Name of participating employer ................... 


(b) EIN 


DEPARTMENT OF HOMELAND 
SECURITY 


Coast Guard 


33 CFR Part 117 
[Docket No. USCG-2014—0960] 


Drawbridge Operation Regulation; Gulf 
Intracoastal Waterway, Belle Chasse, 
LA 


AGENCY: Coast Guard, DHS. 
ACTION: Notice of deviation from 
drawbridge regulation. 





Statistics Survey (May 2013), and Employment Cost 


Index (March 2014) to estimate the cost of benefits 
in total compensation. A calculation of the 2014 











(c) Percent of Total Contributions. 
(c) Percent of Total Contributions. 


SUMMARY: The Coast Guard has issued a 
temporary deviation from the operating 
schedule that governs the Louisiana 
State Route 23 (SR 23) vertical lift span 
bridge, also known as the Judge Perez 
Bridge, across the Gulf Intracoastal 
Waterway (Algiers Alternate Route), 
mile 3.8, at Belle Chasse, Plaquemines 
Parish, Louisiana. This deviation is 
necessary to provide for the safe 
movement of vehicular traffic during 
major plant reconstruction on one side 
of the waterway and the resulting 
change in work schedule and increase 
in workforce transiting the bridge. This 


hourly labor cost for financial professionals was 


estimated at $69 an hour including wage, benefits, 
and overhead. 
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deviation allows the bridge to remain 
temporarily closed to navigation for an 
additional one hour in the evening 
during weekdays for two months. 
DATES: This deviation is effective from 
5:30 p.m. on Friday, December 26, 2014 
through 6:30 p.m. on Friday, February 
20, 2015. 

ADDRESSES: The docket for this 
deviation, [USCG—2014—0960] is 
available at http://www.regulations.gov. 
Type the docket number in the 
“SEARCH” box and click “SEARCH.” 
Click on Open Docket Folder on the line 
associated with this deviation. You may 
also visit the Docket Management 
Facility in Room W12-140 on the 
ground floor of the Department of 
Transportation West Building, 1200 
New Jersey Avenue SE., Washington, 
DC 20590, between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. 

FOR FURTHER INFORMATION CONTACT: If 
you have questions on this temporary 
deviation, call or email David Frank, 
Bridge Administration Branch, Coast 
Guard; telephone 504-671-2128, email 
David.M.Frank@uscg.mil. If you have 
questions on viewing the docket, call 
Cheryl F. Collins, Program Manager, 
Docket Operations, telephone 202—366- 
9826. 

SUPPLEMENTARY INFORMATION: A member 
of the Louisiana State Legislature 
requested a temporary deviation from 
the operating schedule on the Louisiana 
State Route 23 (SR 23) vertical lift span 
bridge, also known as the Judge Perez 
Bridge, across the Gulf Intracoastal 
Waterway (Algiers Alternate Route), 
mile 3.8, at Belle Chasse, Plaquemines 
Parish, Louisiana. The deviation 
requested allows the bridge to remain 
closed to navigation for an additional 
one hour in the evening, Monday 
through Friday, for two months. This 
same deviation was effective from early 
March 2014 through April 2014, and no 
issues resulted. 

The Louisiana Legislature requested 
this deviation due to a change in the 
work schedule and increased work force 
related to a major plant reconstruction 
at the Conoco/Phillips Refinery in 
Alliance. During this change, a 
temporary deviation will assist in the 
safe movement of vehicular traffic 
across the bridge and will also help to 
minimize the effects of the additional 
traffic on local residents. 

Presently, in accordance with 33 CFR 
117.451(b), the draw shall open on 
signal; except that, from 6 a.m. to 8:30 
a.m. and from 3:30 p.m. to 5:30 p.m. 
Monday through Friday, except Federal 
holidays, the draw need not open for the 
passage of vessels. 





This temporary deviation allows the 
vertical lift bridge to remain closed to 
navigation for one additional hour in 
the afternoon. This additional hour 
extends the afternoon curfew hours to 
6:30 p.m. Monday through Friday 
beginning December 26, 2014 through 
February 20, 2015. In case of an 
emergency, the bridge will be able to 
open for the passage of vessels. 

The State Route 23 vertical lift span 
drawbridge across the Gulf Intracoastal 
Waterway (Algiers Alternate Route), 
mile 3.8, at Belle Chasse, Louisiana has 
a vertical clearance of 40 feet above 
mean high water in the closed-to- 
navigation position and 100 feet above 
mean high water in the open-to- 
navigation position. Navigation on the 
waterway consists primarily of tugs 
with tows, commercial fishing vessels, 
and occasional recreational craft. 
Mariners may use the Gulf Intracoastal 
Waterway (Harvey Canal) to avoid 
unnecessary delays. The Coast Guard 
has coordinated this closure with the 
Gulf Intracoastal Canal Association 
(GICA). The GICA representative 
indicated that the vessel operators will 
be able to schedule transits through the 
bridge to avoid delays and significant 
impacts on operations. Due to prior 
experience, as well as coordination with 
waterway users, it has been determined 
that this closure will not have a 
significant effect on these vessels. 

In accordance with 33 CFR 117.35, 
the draw bridge must return to its 
regular operating schedule immediately 
at the end of the effective period of this 
temporary deviation. This deviation 
from the operating regulations is 
authorized under 33 CFR 117.35. 


Dated: October 27, 2014. 
David M. Frank, 
Bridge Administrator, Eighth Coast Guard 
District. 
[FR Doc. 2014-26531 Filed 11—7—14; 8:45 am] 
BILLING CODE 9110-04-P 





DEPARTMENT OF HOMELAND 
SECURITY 


Coast Guard 


33 CFR Part 165 
[Docket Number USCG-2013-0907] 


RIN 1625—-AA00 


Safety Zones; Upper Mississippi River 

Between Mile 38.0 and 46.0, Thebes, IL; 
and Between Mile 78.0 and 81.0, Grand 
Tower, IL 


AGENCY: Coast Guard, DHS. 


ACTION: Interim rule and request for 
comments. 


SUMMARY: The Coast Guard is 
establishing safety zones for all waters 
of the Upper Mississippi River (UMR) 
from mile 38.0 to 46.0 and from mile 
78.0 to 81.0. These safety zones are 
needed to protect persons, property, and 
infrastructure from potential damage 
and safety hazards associated with 
subsurface rock removal in the Upper 
Mississippi River. Any deviation from 
the conditions and requirements put 
into place are prohibited unless 
specifically authorized by the cognizant 
Captain of the Port (COTP) Ohio Valley 
or his designated representatives. 


DATES: This rule is effective November 
10, 2014. Comments and related 
material must be received by the Coast 
Guard on or before December 10, 2014. 
ADDRESSES: Documents mentioned in 
this preamble are part of docket [USCG-— 
2013-0907]. To view documents 
mentioned in this preamble as being 
available in the docket, go to http:// 
www.regulations.gov, type the docket 
number in the “SEARCH” box and click 
“SEARCH.” Click on Open Docket 
Folder on the line associated with this 
rulemaking. You may also visit the 
Docket Management Facility in Room 
W12-140 on the ground floor of the 
Department of Transportation West 
Building, 1200 New Jersey Avenue SE., 
Washington, DC 20590, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 

You may submit comments, identified 
by docket number, using any one of the 
following methods: 

(1) Federal eRulemaking Portal: 
http://www.regulations.gov. 

(2) Fax: (202) 493-2251. 

(3) Mail or Delivery: Docket 
Management Facility (M—30), U.S. 
Department of Transportation, West 
Building Ground Floor, Room W12-140, 
1200 New Jersey Avenue SE., 
Washington, DC 20590-0001. Deliveries 
accepted between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. The telephone number is 202- 
366-9329. 

See the ‘‘Public Participation and 
Request for Comments” portion of the 
SUPPLEMENTARY INFORMATION section 
below for further instructions on 
submitting comments. To avoid 
duplication, please use only one of 
these three methods. 

FOR FURTHER INFORMATION CONTACT: If 
you have questions on this rule, call or 
email LT Dan McQuate, U.S. Coast 
Guard; telephone 270-442-1621, email 
daniel.j.mcquate@uscg.mil. If you have 
questions on viewing or submitting 
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material to the docket, call Cheryl! F. 
Collins, Program Manager, Docket 
Operations, telephone 202-366-9826. 
SUPPLEMENTARY INFORMATION: 


Table of Acronyms 


AIS Automated Information System 

BNM_ Broadcast Notice to Mariners 

COTP Captain of the Port 

DHS Department of Homeland Security 

FR Federal Register 

LNM Local Notice to Mariners 

MM_ Mile Marker 

MSU_ Marine Safety Unit 

M/V_ Motor Vessel 

NPRM _ Notice of Proposed Rulemaking 

RIAC_ River Industry Action Committee 

UMR_ Upper Mississippi River 

USACE United States Army Corps of 
Engineers 


A. Public Participation and Request for 
Comments 


We encourage you to participate in 
this rulemaking by submitting 
comments and related materials. All 
comments received will be posted 
without change to http:// 
www.regulations.gov and will include 
any personal information you have 
provided. 


1. Submitting Comments 


If you submit a comment, please 
include the docket number for this 
rulemaking, indicate the specific section 
of this document to which each 
comment applies, and provide a reason 
for each suggestion or recommendation. 
You may submit your comments and 
material online at http:// 
www.regulations.gov, or by fax, mail, or 
hand delivery, but please use only one 
of these means. If you submit a 
comment online, it will be considered 
received by the Coast Guard when you 
successfully transmit the comment. If 
you fax, hand deliver, or mail your 
comment, it will be considered as 
having been received by the Coast 
Guard when it is received at the Docket 
Management Facility. We recommend 
that you include your name and a 
mailing address, an email address, or a 
telephone number in the body of your 
document so that we can contact you if 
we have questions regarding your 
submission. 

To submit your comment online, go to 
http://www.regulations.gov, type the 
docket number in the “SEARCH” box 
and click “SEARCH.” Click on ‘‘Submit 
a Comment” on the line associated with 
this rulemaking 

If you submit your comments by mail 
or hand delivery, submit them in an 
unbound format, no larger than 81% by 
11 inches, suitable for copying and 
electronic filing. If you submit 
comments by mail and would like to 


know that they reached the Facility, 
please enclose a stamped, self-addressed 
postcard or envelope. We will consider 
all comments and material received 
during the comment period and may 
change the rule based on your 
comments. 


2. Viewing Comments and Documents 


To view comments, as well as 
documents mentioned in this preamble 
as being available in the docket, go to 
http://www.regulations.gov, type the 
docket number in the “SEARCH” box 
and click ‘‘“SEARCH.” Click on Open 
Docket Folder on the line associated 
with this rulemaking. You may also visit 
the Docket Management Facility in 
Room W12-140 on the ground floor of 
the Department of Transportation West 
Building, 1200 New Jersey Avenue SE., 
Washington, DC 20590, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 

3. Privacy Act 

Anyone can search the electronic 
form of comments received into any of 
our dockets by the name of the 
individual submitting the comment (or 
signing the comment, if submitted on 
behalf of an association, business, labor 
union, etc.). You may review a Privacy 
Act notice regarding our public dockets 
in the January 17, 2008, issue of the 
Federal Register (73 FR 3316). 


4. Public Meeting 


We do not now plan to hold a public 
meeting. But you may submit a request 
for one, using one of the methods 
specified under ADDRESSES. Please 
explain why you believe a public 
meeting would be beneficial. If we 
determine that one would aid this 
rulemaking, we will hold one at a time 
and place announced by a later notice 
in the Federal Register. 


B. Regulatory History and Information 


Based on forecasted historical low 
water on the UMR in the fall of 2012, 
the USACE contracted subsurface rock 
removal operations in Thebes, IL to 
mitigate the effects of the forecasted low 
water event. In order to provide 
additional safety measures and regulate 
navigation during low water and the 
planned rock removal operations, the 
Coast Guard published a temporary final 
rule in the Federal Register for an RNA 
from mile 0.0 to 185.0 UMR (77 FR 
75850). The RNA was in effect from 
December 1, 2012 until March 31, 2013, 
which is when river levels rebounded 
and the subsurface rock removal 
operation was delayed because of high 
water levels. During the effective period 
for this temporary RNA, restrictions 


were enforced for a total of 
approximately 45 days. 

In the fall of 2013, based on changing 
river conditions, low water was again 
forecasted and the USACE’s contracted 
subsurface rock removal operations in 
Thebes, IL were scheduled to resume. 
The Coast Guard then published a 
second temporary final rule in the 
Federal Register re-establishing the 
RNA (78 FR 70222). Based on the 
forecasted water levels and the plans 
and needs for the resumed rock removal 
operations, the RNA covered a smaller 
river section extending from mile 0.0 to 
109.9 on the UMR. The RNA was 
implemented to ensure the safety of the 
USACE contractors and marine traffic 
during the actual rock removal work, 
and to support the safe and timely 
clearing of vessel queues at the 
conclusion of the work each day. The 
RNA was in effect from November 4, 
2013 until April 12, 2014, but was only 
enforced from December 10, 2013 until 
February 19, 2014 due to water levels 
increasing and forcing the USACE 
contractors to cease rock removal 
operations. During the times the RNA 
was enforced, the Coast Guard worked 
with the USACE, RIAC, and the USACE 
contractor to implement river closures 
and various restrictions to maximize the 
size of tows that could safely pass while 
keeping the USACE contractor crews 
safe. The Coast Guard also assisted in 
clearing vessel queues after each closure 
or restriction. 

On April 17, 2014, MSU Paducah 
contacted USACE St. Louis to determine 
if subsurface rock removal operations 
will be conducted in the Upper 
Mississippi River in the vicinity of 
Thebes, IL in future years. USACE St. 
Louis reported that such operations are 
anticipated to continue as river 
conditions permit, and that there are 
multiple phases of subsurface rock 
removal operations remaining. On 
August 28, 2014 USACE St. Louis 
notified the Coast Guard that based on 
recently acquired data, rock removal 
operations will also be required in the 
Upper Mississippi River between miles 
78.0 and 81.0 at Grand Tower, IL in the 
future. 

USACE St. Louis also informed the 
Coast Guard that the environmental 
window for these operations each year 
moving forward is July 1 to April 12. 
However, river conditions likely will 
not permit work for the majority of that 
timeframe each year, and in some years 
river conditions may not permit any 
work on this project to be completed. 
This project is expected to go on 
indefinitely when river conditions 
permit during the allowable times 
within the environmental windows. For 
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continuity and based on the necessary 
restrictions, USACE St. Louis requested 
continued involvement of the Coast 
Guard for navigation expertise and 
facilitating restrictions with users of the 
waterway and the contractor. According 
to USACE St. Louis, the majority of the 
rock removal operations will impact 
vessel traffic and requested that the 
Coast Guard establish restrictions under 
33 CFR Part 165, Regulated Navigation 
Areas and Limited Access Areas to 
maintain safety of navigation during the 
rock removal project. The Coast 
determined that safety zones, one type 
of Limited Access Area provided for 
under 33 CFR Part 165, will provide the 
necessary additional safety measures to 
ensure commerce can continue to 
navigate safely while the contractors are 
working. These safety zones limit access 
to specific areas of the river during rock 
removal operations rather than creating 
a larger regulated area encompassing the 
entire stretch of river where the work 
may take place. 

The Coast Guard is issuing this 
interim rule without prior notice and 
opportunity to comment pursuant to 
authority under section 4(a) of the 
Administrative Procedure Act (APA) (5 
U.S.C. 553(b)). This provision 
authorizes an agency to issue a rule 
without prior notice and opportunity to 
comment when the agency for good 
cause finds that those procedures are 
“impracticable, unnecessary, or contrary 
to the public interest.”” Under 5 U.S.C. 
553(b)(B), the Coast Guard finds that 
good cause exists for not publishing a 
notice of proposed rulemaking (NPRM) 
with respect to this rule. This interim 
rule is effective upon publication 
without prior notice through 
publication in the Federal Register, but 
also invites comments regarding the 
creation of permanent safety zones 
before the rule is published in final 
form. The Coast Guard will address all 
comments accordingly, whether through 
response, additional revision to the 
regulation, or otherwise. Completing the 
full NPRM process would cause an 
unnecessary delay in publishing 
enforceable safety zones. This interim 
rule affords the public the opportunity 
to comment while the safety zones are 
in place but before making it a final 
rule. 

For this year, the rock removal 
operations could begin again as soon as 
September 15, 2014. The commercial 
towing vessel industry, through RIAC, 
has been notified that these operations 
will be conducted in future years and 
the additional restrictions provided by 
the safety zones will be necessary 
during that work. Other restrictions 
encompassing larger sections of the 


river have been in place through 
temporary RNAs during the last two 
work seasons in 2012 and 2013. The 
Coast Guard did not receive any 
feedback causing us to believe the 
public opposes restrictions for future 
years to continue facilitating safe 
navigation and commerce during the 
subsurface rock removal operations, 
being conducted to benefit the towing 


industry during future low water events. 


For the same reasons, under 5 U.S.C. 
553(d)(3), the Coast Guard finds that 
good cause exists for making this rule 
effective less than 30 days after 
publication in the Federal Register. 
Providing 30 day notice would 
unnecessarily delay the safety zones 
effective date for restrictions that may 
need to go into effect as soon as 
September 15, 2014. 


C. Basis and Purpose 


The legal basis and authorities for this 
rule are found in 33 U.S.C. 1231; 46 
U.S.C. Chapter 701, 3306, 3703; 50 
U.S.C. 191, 195; 33 CFR 1.05-1, 6.04-1, 
6.04—6, and 160.5; Public Law 107-295, 
116 Stat. 2064; and Department of 
Homeland Security Delegation No. 
0170.1, which collectively authorize the 
Coast Guard to establish and define 
safety zones. 

The purpose of these safety zones are 
to protect persons and vessels while 
subsurface rock removal operations are 
ongoing on the UMR from mile 38.0 to 
mile 46.0 and from mile 78.0 to mile 
81.0. The removal operations pose 
significant safety hazards to vessels and 
mariners operating on the UMR. At the 
previous request of RIAC and after 
reviewing best practices from the 
previous temporary RNAs in effect in 
2012 and 2013, the Coast Guard plans 
to assist in facilitating the clearing of 
vessel queues in future years following 
restricted access on the UMR from mile 
38.0 to mile 46.0 and from mile 78.0 to 
mile 81.0. For these reasons, the Coast 
Guard is to establishing these safety 
zones to limit vessel access between 
mile 38.0 and mile 46.0, and between 
mile 78.0 and mile 81.0 on the UMR. 
Once comments to this interim rule are 
received and addressed, the intent is to 
follow with a final rule. The final rule 
will address and take into account as 
necessary comments made during 
comment period for this interim rule. 


D. Discussion of the Interim Rule 


The Coast Guard is establishing these 
safety zones for all vessel traffic on the 
UMR from mile 38.0 to mile 46.0, and 
from mile 78.0 to mile 81.0, extending 
the entire width of the river. These 
safety zones will be enforced based on 
the actual or planned subsurface rock 


removal operations between mile 38.0 
and mile 46.0 and between mile 78.0 
and mile 81.0. Restrictions and 
requirements for these safety zones and 
related to approval to transit through 
these safety zones will be the minimum 
necessary to protect persons, property, 
and infrastructure from the potential 
hazards associated with low water and 
subsurface rock removal operations. 
Such restrictions may include, but are 
not limited to, river closures, tow size, 
tow configuration, vessel/barge draft, 
assist vessels, speed, hours of transit, 
and one-way traffic. These restrictions, 
in addition to required use of AIS when 
fitted, and vessel reporting previously 
existed under temporary RNA’s (77 FR 
75850 and 78 FR 70222) covering a 
much broader segment of the UMR. 
Enforcement times and specific 
restrictions and requirements will be 
announced via Broadcast Notice to 
Mariners (BNM), through outreach with 
the RIAC, through LNM, or through 
other public notice. Any deviation from 
the requirements put into place are 
prohibited unless specifically 
authorized by the COTP Ohio Valley, or 
a designated representative. Requests to 
deviate from the specific restrictions 
and regulations will be considered and 
reviewed on a case-by-case basis. The 
COTP Ohio Valley may be contacted by 
telephone at 1-800-253-7465 or can be 
reached by VHF-FM channel 16. 


E. Regulatory Analyses 


We developed this rule after 
considering numerous statutes and 
executive orders related to rulemaking. 
Below we summarize our analyses 
based on a number of these statutes or 
executive orders. 


1. Regulatory Planning and Review 


This rule is not a significant 
regulatory action under section 3(f) of 
Executive Order 12866, Regulatory 
Planning and Review, as supplemented 
by Executive Order 13563, Improving 
Regulation and Regulatory Review, and 
does not require an assessment of 
potential costs and benefits under 
section 6(a)(3) of Executive Order 12866 
or under section 1 of Executive Order 
13563. The Office of Management and 
Budget has not reviewed it under those 
Orders. 

This rule establishes safety zones for 
vessels on all waters of the UMR from 
mile 38.0 to mile 46.0, and from mile 
78.0 to mile 81.0. The safety zones listed 
in this interim rule will only restrict 
vessel traffic from entering, transiting, 
or anchoring within specific sections of 
the UMR. Notifications of enforcement 
times and restrictions put into effect for 
these safety zones will be 
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communicated to the marine 
community via BNM, through outreach 
with RIAC, and through LNMs. Such 
notices provide the opportunity for 
industry to plan transits accordingly 
and work around the schedule of rock 
removal operations as necessary. The 
impacts on navigation will be limited to 
ensuring the safety of mariners and 
vessels associated with hazards 
presented by USACE contractor 
operations involving subsurface rock 
removal, and the safe and timely 
resumption of vessel traffic following 
any river closures or restrictions 
associated with subsurface rock removal 
operations. Restrictions under these 
safety zones will be the minimum 
necessary to protect mariners, vessels, 
the public, and the environment from 
known or perceived risks. 


2. Impact on Small Entities 


The Regulatory Flexibility Act of 1980 
(RFA), 5 U.S.C. 601-612, as amended, 
requires federal agencies to consider the 
potential impact of regulations on small 
entities during rulemaking. The term 
‘small entities’’ comprises small 
businesses, not-for-profit organizations 
that are independently owned and 
operated and are not dominant in their 
fields, and governmental jurisdictions 
with populations of less than 50,000. 
The Coast Guard certifies under 5 U.S.C. 
605(b) that this rule will not have a 
significant economic impact on a 
substantial number of small entities. 


This rule will affect the following 
entities, some of which may be small 
entities: The owners or operators of 
vessels intending to transit the UMR 
during USACE contracted subsurface 
rock removal operations. These safety 
zones will not have a significant 
economic impact on a substantial 
number of small entities for the 
following reasons. While the safety 
zones listed in this interim rule will 
restrict vessel traffic from entering, 
transiting, or anchoring within specific 
sections of the UMR, this rule does 
allow for the intermittent passing of 
vessels. Traffic in this area is limited to 
almost entirely recreational vessels and 
commercial towing vessels subject to 
noticed restrictions and requirements. 
Notifications to the marine community 
will be made through BNM, LNM, and 
communications with RIAC. Notices of 
changes to the safety zones and 
enforcement times will also be made. 
Additionally, deviation from the 
restrictions may be requested from the 
COTP Ohio Valley or designated 
representative and will be considered 
on a case-by-case basis. 


3. Assistance for Small Entities 


Under section 213(a) of the Small 
Business Regulatory Enforcement 
Fairness Act of 1996 (Public Law 104— 
121), we want to assist small entities in 
understanding this rule. If the rule 
would affect your small business, 
organization, or governmental 
jurisdiction and you have questions 
concerning its provisions or options for 
compliance, please contact the person 
listed in the FOR FURTHER INFORMATION 
CONTACT, above. 

Small businesses may send comments 
on the actions of Federal employees 
who enforce, or otherwise determine 
compliance with, Federal regulations to 
the Small Business and Agriculture 
Regulatory Enforcement Ombudsman 
and the Regional Small Business 
Regulatory Fairness Boards. The 
Ombudsman evaluates these actions 
annually and rates each agency’s 
responsiveness to small business. If you 
wish to comment on actions by 
employees of the Coast Guard, call 1- 
888—REG-FAIR (1-888-734-3247). The 
Coast Guard will not retaliate against 
small entities that question or complain 
about this rule or any policy or action 
of the Coast Guard. 


4. Collection of Information 


This rule will not call for a new 
collection of information under the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501-3520). 


5. Federalism 


A rule has implications for federalism 
under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on the States, on the relationship 
between the national government and 
the States, or on the distribution of 
power and responsibilities among the 
various levels of government. We have 
analyzed this rule under that Order and 
determined that this rule does not have 
implications for federalism. 


6. Protest Activities 


The Coast Guard respects the First 
Amendment rights of protesters. 
Protesters are asked to contact the 
person listed in the FOR FURTHER 
INFORMATION CONTACT section to 
coordinate protest activities so that your 
message can be received without 
jeopardizing the safety or security of 
people, places or vessels. 


7. Unfunded Mandates Reform Act 


The Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1531-1538) requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 


State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 (adjusted for inflation) or 
more in any one year. Though this rule 
will not result in such an expenditure, 
we do discuss the effects of this rule 
elsewhere in this preamble. 


8. Taking of Private Property 


This rule will not cause a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 


9. Civil Justice Reform 


This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminate 
ambiguity, and reduce burden. 


10. Protection of Children 


We have analyzed this rule under 
Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
does not create an environmental risk to 
health or risk to safety that may 
disproportionately affect children. 


11. Indian Tribal Governments 


This rule does not have tribal 
implications under Executive Order 
13175, Consultation and Coordination 
with Indian Tribal Governments, 
because it does not have a substantial 
direct effect on one or more Indian 
tribes, on the relationship between the 
Federal Government and Indian tribes, 
or on the distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 


12. Energy Effects 

This action is not a “significant 
energy action” under Executive Order 
13211, Actions Concerning Regulations 
That Significantly Affect Energy Supply, 
Distribution, or Use. 


13. Technical Standards 


This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. 


14. Environment 


We have analyzed this rule under 
Department of Homeland Security 
Management Directive 023-01 and 
Commandant Instruction M16475.1D, 
which guide the Coast Guard in 
complying with the National 
Environmental Policy Act of 1969 
(NEPA) (42 U.S.C. 4321-4370f), and 
have determined that this action is one 
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of a category of actions that do not 
individually or cumulatively have a 
significant effect on the human 
environment. This rule involves 
creation of safety zones from mile 38.0 
to mile 46.0, and from mile 78.0 to mile 
81.0 UMR. This rule is categorically 
excluded from further review under 
paragraph 34(g) of Figure 2—1 of the 
Commandant Instruction. An 
environmental analysis checklist and a 
categorical exclusion determination will 
be made available as indicated under 
the ADDRESSES. We seek any comments 
or information that may lead to the 
discovery of a significant environmental 
impact from this rule. 


List of Subjects in 33 CFR Part 165 


Harbors, Marine safety, Navigation 
(water), Reporting and recordkeeping 
requirements, Security measures, 
Waterways. 

For the reasons discussed in the 
preamble, the Coast Guard amends 33 
CFR part 165 as follows: 


PART 165—REGULATED NAVIGATION 
AREAS AND LIMITED ACCESS AREAS 


@ 1. The authority citation for part 165 
continues to read as follows: 


Authority: 33 U.S.C. 1231; 46 U.S.C. 
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195; 
33 CFR 1.05—1, 6.04—1, 6.04-6, 160.5; Pub. L. 
107-295, 116 Stat. 2064; Department of 
Homeland Security Delegation No. 0170.1 


mw 2. Anew § 165.842 is added to read 
as follows: 


§ 165.842 Safety Zone; Upper Mississippi 
River between mile 38.0 and mile 46.0, 
Thebes, IL; and between mile 78.0 and mile 
81.0, Grand Tower, IL. 

(a) Location. The following areas are 
safety zones: All waters of the Upper 
Mississippi River from mile 38.0 to mile 
46.0, Thebes, IL; and from mile 78.0 to 
mile 81.0, Grand Tower, IL, extending 
the entire width of the river. 

(b) Effective dates. These safety zones 
are effective beginning November 10, 
2014. Enforcement times and the 
requirements of this safety zones will be 
noticed as soon as is practicable before 
subsurface rock removal operations 
begin, actual notice will be used and 
additional notices made through 
Broadcast Notices to Mariners (BNM), or 
Local Notices to Mariners (LNM). 

(c) Regulations. (1) In accordance with 
the general regulations in § 165.23 of 
this part, entry into this area is 
prohibited unless authorized by the 
Captain of the Port (COTP) Ohio Valley 
or a designated representative. 

(2) The Captain of the Port (COTP) 
Ohio Valley may prescribe, for all or 
specific portions of the safety zones, 


periods of enforcement and minimum 
operational requirements necessary to 
enter, transit through, or stop within the 
safety zone in order to preserve safe 
navigation on the Upper Mississippi 
River during subsurface rock removal 
operations and clearing of vessel queues 
following rock removal operations, 
including, but not limited to, the 
required use of assist vessels; and 
restrictions on the following: 

(i) Tow size; 

(ii) Tow configuration; 

(iii) Vessel/barge draft; 

(iv) Speed; 

(v) Under keel clearance; 

(vi) Hours of transit; and 

(vii) One way traffic. 

(3) All persons and vessels must 
comply with any requirement 
prescribed under paragraph (c)(2) of this 
section. 

(4) Persons or vessels may request an 
exception from any requirement 
prescribed under paragraph (c)(2) of this 
section from the COTP Ohio Valley or 
a designated representative who may be 
a commissioned, warrant, or petty 
officer of the Coast Guard. The COTP 
Ohio Valley may be contacted by 
telephone at 1-800-253-7465 or on 
VHF-FM channel 16. 

(d) Enforcement. The COTP Ohio 
Valley will notify the public of the 
specific requirements prescribed under 
paragraph (c)(2) of this section and of 
the times when those requirements will 
be enforced or when enforcement will 
be suspended, using means designed to 
ensure maximum effectual notice 
including, but not limited to, broadcast 
notices to mariners (BNM) and 
communications through the River 
Industry Action Committee. 

Dated: September 16, 2014. 

R.V. Timme, 

Captain, U.S. Coast Guard, Captain of the 
Port Ohio Valley. 

[FR Doc. 2014-26669 Filed 11-7-14; 8:45 am] 
BILLING CODE 9110-04-P 


ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA-R06-OAR-2013-0808; FRL-9912-51- 
OAR] 


Approval and Promulgation of Air 
Quality Implementation Plans; Texas; 
Prevention of Significant Deterioration; 
Greenhouse Gas Tailoring Rule 
Revisions 


AGENCY: Environmental Protection 
Agency. 
ACTION: Final rule. 





SUMMARY: The Environmental Protection 
Agency (EPA) is approving portions of 
two revisions to the Texas State 
Implementation Plan (SIP) submitted by 
the Texas Commission on 
Environmental Quality (TCEQ) to the 
EPA on October 5, 2010, and April 16, 
2014. Together, these two SIP submittals 
revise the Texas Prevention of 
Significant Deterioration (PSD) Program 
to provide for the regulation of 
greenhouse gas (GHG) emissions and 
clarify the applicability of Best 
Available Control Technology (BACT) 
for all PSD permit applications. The 
EPA is approving portions of the 
October 5, 2010, and April 16, 2014, SIP 
revisions to the Texas SIP and New 
Source Review (NSR) permitting 
program as consistent with federal 
requirements for PSD permitting of GHG 
emissions. The EPA is taking no action 
on the portion of the October 5, 2010, 
SIP revision which pertains to the Texas 
Minor NSR program for Qualified 
Facilities and portions of the April 16, 
2014, submittal that appear no longer 
appropriate for inclusion in the Texas 
SIP after the recent United States 
Supreme Court decision discussing 
greenhouse gas emissions. The EPA is 
approving this action under Section 110 
and Part C of the Clean Air Act (CAA). 
In a separate but simultaneous action 
published elsewhere in this issue of the 
Federal Register, the EPA is also 
rescinding the GHG PSD Federal 
Implementation Plan (FIP) for Texas, 
with three limited circumstances for 
retained authority. 

DATES: This final rule is effective on 
November 10, 2014. 

ADDRESSES: The EPA has established a 
docket for this action under Docket ID 
No. EPA—RO6—OAR-2013-0808. All 
documents in the docket are listed on 
the http://www.regulations.gov Web 
site. Although listed in the index, some 
information is not publicly available, 
e.g., Confidential Business Information 
or other information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either 
electronically through http:// 
www.regulations.gov or in hard copy at 
the Air Planning Section (6PD-L), 
Environmental Protection Agency, 1445 
Ross Avenue, Suite 700, Dallas, Texas 
75202-2733. Contact the person listed 
in the FOR FURTHER INFORMATION 
CONTACT paragraph below to make an 
appointment. 


FOR FURTHER INFORMATION CONTACT: 
Adina Wiley, Air Permits Section (6PD- 
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Rk), telephone (214) 665-2115, email 
wiley.adina@epa.gov. 

SUPPLEMENTARY INFORMATION: 
Throughout this document wherever 
“we,” “us,” or “our” is used, we mean 
the EPA. 


Table of Contents 


1. Background 
Il. Recent UARG v. EPA U.S. Supreme Court 
Decision 
A. Overview of the Decision and 
Implications for this Action 
B. Demonstration that the Texas PSD 
Program is consistent with the 
application of the CAA and UARG v. 
EPA 
C. Provisions where the EPA is Taking No 
Action 
D. Provisions where the EPA is Finalizing 
Action 
lll. Response to Comments 
IV. Effective Date of Final Action 
V. Final Action 
VI. Statutory and Executive Order Reviews 


I. Background 


This final action approves portions of 
two revisions to the Texas SIP 
submitted on October 5, 2010 and April 
16, 2014. The April 16, 2014, submittal 
includes revisions to the Texas SIP to 
provide the State of Texas with the 
authority to regulate GHG emissions, 
issue PSD permits governing GHG 
emissions, establish emission thresholds 
for new stationary sources and 
modifications to existing stationary 
sources that are subject to Texas’ PSD 
permitting requirements for their GHG 
emissions based on their emissions of 
air pollutants other than GHGs (also 
known as “‘Step 1”’ or “anyway” 
sources), and revises several Minor NSR 
provisions to specify that Minor NSR 
permit mechanisms cannot be used for 
authorizing GHG emissions. The 
October 5, 2010, submittal revises the 
Texas SIP to clarify that all PSD permits 
must undergo BACT review consistent 
with the requirements in the Federal 
and Texas PSD programs. 

The background for this final 
approval of the revisions to the Texas 
SIP and the background for the separate, 
but simultaneous action to rescind the 
Texas GHG PSD FIP, arediscussed in 
detail in our February 18, 2014, 
proposal (79 FR 9123). In that 
document, we proposed to approve 
portions of two revisions to the Texas 
SIP submitted by the TCEQ on October 
5, 2010, and December 2, 2013. The 
December 2, 2013, submittal was a 
request for parallel processing of 
revisions proposed by the TCEQ on 
October 23, 2013. Our February 18, 
2014, proposed approval and 
accompanying Technical Support 
Document provide the EPA’s evaluation 


of the October 5, 2010, and December 2, 
2013, revisions to the Texas SIP that 
would provide for the regulation of GHG 
emissions in the Texas PSD program 
and clarify the applicability of BACT for 
all PSD permit applications. We 
preliminarily determined that the 
revisions were consistent with the CAA 
and the EPA’s regulations and guidance 
for the permitting of GHG emissions in 
the PSD program. As such, we proposed 
approval of the SIP revisions and 
simultaneously proposed to rescind the 
majority of the GHG PSD FIP for Texas. 


Under the EPA’s “‘parallel processing”’ 
procedure, the EPA proposes a 
rulemaking action on a proposed SIP 
revision concurrently with the State’s 
public review process. If the State’s 
proposed SIP revision is not 
significantly or substantively changed, 
the EPA will finalize the rulemaking on 
the SIP revision as proposed after 
responding to any submitted comments. 
Final rulemaking action by the EPA will 
occur only after the final SIP revision 
has been fully adopted by the TCEQ and 
submitted formally to the EPA for 
approval as a revision to the Texas SIP. 
See 40 CFR part 51, Appendix V. 


The TCEQ completed their state 
rulemaking process and adopted 
revisions on March 26, 2014. The TCEQ 
submitted these adopted changes as a 
revision to the Texas SIP on April 16, 
2014. The EPA has evaluated the State’s 
final SIP revision for any changes made 
from the time of proposal. See 
‘Addendum to the TSD”’ for EPA—RO6— 
OAR-2013-0808, available in the 
rulemaking docket. Our evaluation 
indicates that the revisions made by the 
TCEQ at adoption are not material 
changes to the regulations that we 
proposed to approve; and therefore, do 
not alter our rationale presented in the 
February 18, 2014, proposed approval. 
As such, the EPA is proceeding with our 
final approval of the majority of the 
revisions to the Texas SIP, consistent 
with the parallel processing provisions 
in 40 CFR Part 51, Appendix V. 
Additionally, the EPA is not acting at 
this time on certain sections of the April 
16, 2014, submittal that appear no 
longer appropriate after the recent 
United States Supreme Court decision, 
UARG v. EPA, as discussed in Section 
II of this notice. We are taking a separate 
but simultaneous action elsewhere in 
this issue of the Federal Register to 
rescind the Texas GHG PSD FIP, with 
the exception of three limited 
circumstances for retained federal 
permitting authority. 


II. Recent UARG v. EPA U.S. Supreme 
Court Decision 


A. Overview of the Decision and 
Implications for This Action 


On June 23, 2014, the United States 
Supreme Court issued a decision 
addressing the application of stationary 
source permitting requirements to GHGs 
in Utility Air Regulatory Group (UARG) 
v. Environmental Protection Agency 
(EPA), 134 S.Ct. 2427 (2014). The 
Supreme Court held that the EPA may 
not treat GHGs as an air pollutant for 
purposes of determining whether a 
source is a major source required to 
obtain a PSD permit, but that the EPA 
could continue to require that PSD 
permits, otherwise required based on a 
source’s emissions of conventional 
pollutants (““anyway”’ sources), contain 
limitations on GHG emissions based on 
the application of BACT. 

The Supreme Court reversed in part 
and affirmed in part the decision of the 
D.C. Circuit Court that upheld several 
EPA actions addressing PSD permitting 
requirements for greenhouse gases 
including the Tailoring Rule.’ Although 
the Supreme Court concluded that “EPA 
exceeded its statutory authority when it 
interpreted the Clean Air Act to require 
PSD and Title V permitting for 
stationary sources based on their 
greenhouse-gas emissions,’ 134 S.Ct. at 
2449, it did not specifically identify 
particular provisions of the EPA 
regulations it was striking down. Thus, 
pending further action by the United 
States Court of Appeals for the District 
of Columbia Circuit (the D.C. Circuit) 
and EPA action to revise the regulations 
in accordance with a more specific 
remedy ordered by the D.C. Circuit, the 
provisions of 40 CFR 51.166 that 
provide criteria for EPA approval of 
state PSD permit programs remain in the 
Code of Federal Regulations. This 
includes Section 51.166(b)(48)(v), which 
addresses state permitting of “Step 2” 
sources that emit greenhouse gases in 
excess of 100,000 tons per year and no 
other pollutants over the major source 
thresholds. In light of UARG, EPA is not 
requiring PSD permits, either directly or 
through state implementation plans, for 
sources emitting greenhouse gases at 
any level unless a source emits a 
regulated pollutant other than 
greenhouse gases above the statutory 
major source thresholds. That means 
that the EPA will not apply or enforce 
regulations that would require states to 
include in their SIPs a requirement that 


1 See Prevention of Significant Deterioration and 
Title V Greenhouse Gas Tailoring Rule; Final Rule.”’ 
75 FR 31514 June 3, 2010. See also our February 
18, 2014, Proposal (79 FR 9123) for a full 
background discussion. 
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“Step 2” sources obtain PSD permits. 
Thus, despite the fact that section 
51.166(b)(48)(v) remains in the Code of 
Federal Regulations at this time, in light 
of the Supreme Court decision the EPA 
is not taking action on the provisions of 
the Texas SIP that would require a 
stationary source to obtain a PSD permit 
if GHGs are the only pollutant (i) that 
the source emits or has the potential to 
emit above the major sources 
thresholds, or (ii) for which there is a 
significant emissions increase and a 
significant net emissions increase from 
a modification. 

The Supreme Court also affirmed the 
lower court’s decision that the BACT 
requirement applies to GHG emissions 
from new and modified sources that 
trigger PSD permitting obligations on 
the basis of their emissions of air 
pollutants other than GHG (also known 
as ‘‘Step 1” or ‘“‘anyway”’ sources). The 
Court concluded that “EPA may 
continue to treat greenhouse gases as a 
‘pollutant subject to regulation under 
[the Clean Air Act]’ for purposes of 
requiring BACT for ‘anyway’ sources.” 
134 S.Ct. at 2449. Accordingly, the PSD 
BACT requirement continues to apply to 
greenhouse gas emissions from any new 
or modified source that is otherwise 
subject to PSD requirements as a result 
of its emissions of another regulated 
pollutant (i.e. to an “anyway” source), 
and EPA will continue to implement 
existing regulations that limit 
application of the statutory BACT 
requirement to greenhouse gases where 
the construction project to be completed 
would emit at or above a level of 75,000 
tpy of CO2e as provided in 40 CFR 
51.166(b)(48)(iv). 

The EPA and D.C. Circuit have long 
recognized, and the D.C. Circuit’s 
decision affirmed by the Supreme Court 
further confirmed, that PSD 
requirements apply to emissions of PSD 
pollutants “by automatic operation of” 
the Clean Air Act. Coalition for 
Responsible Regulation v. EPA, 684 F.3f 
102, 115 (D.C. Cir. 2012). The Supreme 
Court rejected ‘‘a greenhouse-gas- 
inclusive interpretation of the PSD and 
Title V triggers,’ because the CAA does 
not allow the Agency to “treat 
greenhouse gases as a pollutant for 
purposes of defining a ‘major emitting 
facility’ (or a ‘modification’ thereof) in 
the PSD context.” 134 S.Ct. at 2442, 
2449. But the Court did not question the 
longstanding interpretation of the EPA 
and the D.C. Circuit court that the CAA 
PSD permitting requirements 
automatically apply to major source 
emissions of pollutants that are ‘‘subject 
to regulation”’ under the Act. 134 S.Ct. 
at 2442 n. 6. See also UARG, 134 S.Ct. 
at 2435 (‘it is unlawful to construct or 





modify a ‘major emitting facility’ in ‘any 
area to which [the PSD program] 
applies’ without first obtaining a 
permit.”). To the contrary, VARG 
affirmed the portion of the D.C. Circuit’s 
decision holding that the BACT 
requirement clearly applies to 
greenhouse gas emissions from 
“anyway” sources and that such PSD 
requirements apply to sources 
automatically by operation of the Clean 
Air Act. Accordingly, the EPA does not 
interpret UARG to alter the settled 
understanding that the BACT 
requirement automatically applies to a 
pollutant (including greenhouse gases) 
once it becomes subject to regulation 
under the Clean Air Act. Thus, 
consistent with the Supreme Court’s 
holding that EPA can ‘‘continue to” 
require compliance with the BACT 
requirement in the Clean Air Act, 134 
S.Ct. 2449, the EPA will continue to 
apply the BACT requirement to 
greenhouse gases under existing 
regulations applicable to EPA’s review 
of state implementation plans, including 
40 CFR 51.166(j), 40 CFR 51.166(b)(12), 
40 CFR 51.166(b)(49), and 40 CFR 
51.166(b)(48)(i)-(iv). 

The Supreme Court noted that the 
EPA could exercise its discretion to 
limit application of BACT to sources 
with the potential to emit greenhouse 
gases above a de minimis threshold, but 
that if EPA wished to do so, it would 
need to justify such threshold for 
application of BACT to GHGs on proper 
grounds. The Court observed that when 
EPA established the existing 75,000 tpy 
threshold the Agency did not 
characterize it as a de minimis level. 134 
S.Ct. at 2449. Rather, that threshold 
represents a level that EPA determined 
to be both administratively feasible for 
permitting authorities to implement and 
reasonable for sources to comply with. 
75 FR 31514, 31560 (June 3, 2010). EPA 
is considering additional action to 
establish a de minimis threshold for 
application of the BACT requirement to 
GHGs. Pending additional action by 
EPA addressing the threshold for 
application of the BACT requirement to 
greenhouse gases, the Agency will 
continue to apply the existing 
regulations that require a state PSD 
program to apply the PSD BACT 
requirement to GHG emissions from 
“anyway” sources that emit or have the 
potential to emit 75,000 tons per year 
tpy or more of GHG on a carbon dioxide 
(CO2e) basis. With respect to modified 
“anyway” sources, the EPA is presently 
reading its regulations to require that 
state PSD programs apply the PSD 
BACT requirements to GHG if both of 
the following circumstances are present: 


(1) The modification is otherwise 
subject to PSD for a pollutant other than 
GHG; (2) the modification results in a 
GHG emissions increase and a net GHG 
emissions increase equal to or greater 
than 75,000 tpy COze and greater than 
zero on a mass basis. 

Based on information submitted by 
TCEQ, the EPA concluded in its Notice 
of Proposed Rulemaking that TCEQ had 
provided sufficient assurance that it has 
the legal authority, personnel, and 
funding to implement PSD permitting 
requirements for greenhouse gases. 
Following the UARG decision, the State 
of Texas has argued in litigation before 
the D.C. Circuit that GHGs are not 
presently subject to regulation under the 
PSD program and that the EPA must 
conduct additional rulemaking to 
establish a de minimis level before the 
BACT requirement can be applied to 
greenhouse gas emissions in PSD 
permits required for construction at 
anyway sources. As noted above, the 
EPA disagrees with this position. 
Nevertheless, the TCEQ has 
communicated to the EPA that it 
“continues to pursue EPA approval of 
[its] SIP submittal. . . so our agency 
has the full authority to implement the 
greenhouse gas permitting program in 
Texas.” 2 The State has further stated 
that ‘‘[rlegardless of litigation positions, 
we are currently advocating and might 
pursue in the future, we think it is 
necessary for TCEQ to assume this 
permitting role and issue PSD permits 
for greenhouse gas emissions.’’ Based on 
information supplied by TCEQ before 
the proposed rule and this additional 
assurance, EPA concludes that Texas 
intends to implement the PSD 
permitting requirements for greenhouse 
gases consistent with EPA’s 
understanding of those requirements, as 
articulated above, and that TCEQ 
continues to have sufficient legal 
authority to do so. Furthermore, TCEQ 
has confirmed that it will commit the 
personnel and funding necessary to 
issue PSD permits addressing 
greenhouse gases, notwithstanding the 
State’s ongoing efforts to persuade the 
court that such permits are not required 
under the Clean Air Act until EPA 
conducts further rulemaking. EPA’s 
rescission of the majority of the FIP and 
its approval of the majority of the Texas 
GHG SIP are predicated on the 
understanding that the State of Texas 
will implement the PSD program 
requirements for greenhouse gases in 


2On October 1, 2014, the TCEQ sent EPA Region 
6 a clarification letter in light of the UARG v. EPA 
decision. That letter is also posted in the public 
docket to this rulemaking. 
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accordance with TCEQ’s 
representations. 

In sum, therefore, the EPA is taking 
no action on the portion of the Texas 
SIP submittal requiring sources to 
obtain PSD permits based solely on their 
emissions of GHGs, but is otherwise 
finalizing its approval of the Texas SIP 
submittals and its rescission of the FIP 
and as discussed in the separate final 
FIP action published elsewhere in this 
issue of the Federal Register. 


B. Demonstration That the Texas PSD 
Program Is Consistent With the 
Application of the CAA and UARG v. 
EPA 


The following analysis explains how 
the Texas PSD program for GHGs meets 
the requirements of the Clean Air Act 
and the EPA’s regulations, and fits 
within the parameters of the Supreme 
Court’s decision. First, the revised Texas 
PSD SIP recognizes GHGs and 
appropriately applies GHG requirements 
to PSD through the new definitions of 
“greenhouse gases” in 30 TAC Sections 
101.1 and 116.12 and the definitions 
adopted at 30 TAC Section 116.12 for 
“carbon dioxide equivalent” and 
‘federally regulated air pollutant.”’ The 
“carbon dioxide equivalent” definition 
is necessary to calculate the amount of 
GHG emissions in PSD permit 
applications and the revised definition 
of ‘federally regulated new source 
review pollutant” explicitly identifies 
GHGs as regulated NSR pollutants. In 
addition, this definition references 
thresholds outlined in 30 TAC Section 
116.164(a)(1) and (a)(2), which include 
the 75,000 tpy COze threshold for 
application of BACT to GHGs as 
discussed above. Second, once a GHG 
source is determined to be otherwise 
subject to PSD, the Texas PSD program 
elements at 30 TAC Sections 116.160, 
116.164(a)(1), 116.164(a)(2), and 
116.169 apply in the following way: 

1. The apacadies of the Texas PSD 
program is governed by 30 TAC Section 
116.160(a) and applies to each proposed 
new major source or major modification 
in an attainment or unclassifiable area. 
To ensure that the Texas PSD program 
approved into the SIP does not use GHG 
emissions alone to determine whether a 
source is a major stationary source or a 
major modification subject to PSD, the 
EPA is taking no action at this time on 
the substantive revisions in 116.160(a) 
pertaining to GHGs, or to the revisions 
to the definitions in 30 TAC Section 
116.12(19) and (20) that expanded 
‘“‘major stationary source’’ and “major 
modification” to apply to sources that 
emit only GHGs above major source 
levels and modifications that increase 
only GHGs above applicable levels. This 


ensures that the portion of the existing 
Texas PSD program at 30 TAC Section 
116.160(a) that is part of the approved 
Texas SIP does not extend PSD 
applicability to sources not already 
subject to PSD based on emissions of 
pollutants other than GHGs and limits 
the scope of the approved SIP solely to 
“anyway sources” and modifications. 

2. After it has been determined that an 
existing source proposing to modify is a 
major source potentially subject to PSD 
requirements, the next step in the Texas 
PSD program is to apply the netting test 
as required under 30 TAC Section 
116.160(b). Under the Texas regulations, 
this netting test is to determine whether 
the modification requires a PSD permit 
because it results in a net significant 
increase of federally regulated new 
source review pollutants. The EPA is 
taking no action at this time on the 
substantive revisions to the definition in 
30 TAC Section 116.12(20) of “major 
modification” so that the PSD 
requirements in the approved Texas SIP 
will only apply to a modified source 
when there is a net significant increase 
of a regulated pollutant other than 
GHGs. 

3. Finally, if the emissions from 
construction of a new source or net 
emission increase from a major 
modification are greater than the levels 
at 52.21(b)(23) for a particular pollutant 
or the interim thresholds for GHGs at 30 
TAC Section 116.164(a)(1) and (a)(2), 
then BACT is required to be applied to 
each such pollutant under 30 TAC 
Section 116.160(c).* This section 
incorporates Section 52.21(j) of EPA’s 
regulation, which requires BACT for 
each “regulated NSR pollutant”’ that a 
new source emits or that a major 
modification increases in a significant 
amount. The Texas regulations do not 
incorporate the definition of “regulated 
NSR pollutant” in Section 52.21(b)(50) 
of EPA’s regulations, but rather contain 
a Texas-specific definition of ‘‘federally- 
regulated NSR pollutant” in Section 
116.12(15), which covers greenhouse 
gases. Because the Texas regulations 
approved into the SIP in this action 
explicitly identify GHGs as a federally- 
regulated NSR pollutant above the 
interim thresholds in 30 TAC Section 
116.164(a)(1) and (a)(2), the 75,000 tpy 
COze threshold will be used for GHGs 
rather than the default of any amount 
greater than 0 tpy for a pollutant not 
listed at 40 CFR 52.21(b)(23). Therefore, 
with only the provisions approved in 
this action identified above, the 
approved portions of the Texas PSD 
program in the state’s SIP will apply 


3 Note the Texas PSD SIP incorporates the major 
modification levels at 40 CFR 52.21(b)(23). 


BACT for GHG emissions at the interim 
thresholds to only “anyway” sources 
and modifications. 

The EPA concludes that the Texas SIP 
and PSD program regulate GHGs 
through the PSD program as consistent 
with the June 23, 2014, UARG v. EPA 
decision for “‘anyway sources’. 


C. Provisions Where the EPA Is Taking 
No Action 


Because of the Supreme Court’s 
ruling, the EPA is not taking final action 
at this time on certain SIP provisions. 
We are not taking action at this time on 
the provisions listed below as they are 
not necessary to appropriately regulate 
“anyway” sources. We believe these 
provisions are severable from other 
portions of the Texas SIP submissions 
and we do not need to act on them now 
to finalize approval of all other 
provisions of the submittal. 

e Revisions to 30 TAC Section 
106.4(a)(1), (a)(3) and (a)(4) adopted on 
March 26, 2014, and submitted on April 
16, 2014; 

e Substantive revisions to the 
definition of ‘‘major stationary source”’ 
at 30 TAC Section 116.12(19) adopted 
on March 26, 2014, and submitted on 
April 16, 2014; 4 

e Substantive revisions to the 
definition of “‘major modification” at 30 
TAC Section 116.12(20) adopted on 
March 26, 2014, and submitted on April 
16, 2014; ® 

e Revisions to 30 TAC Section 
116.111(a)(2)(I) adopted on March 26, 
2014, and submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.160(a) and (b) adopted on March 26, 
2014, and submitted on April 16, 2014; 

e New 30 TAC Sections 116.164(a)(3), 
(a)(4), (a)(5), and (b) adopted on March 
26, 2014, and submitted on April 16, 
2014; 

e Revisions to 30 TAC Sections 
116.610(b) adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Revisions to 30 TAC Sections 
116.611(b), 116.611(c)(3), 
116.611(c)(3)(A), and 116.611(c)(3)(B) 
adopted on March 26, 2014, and 
submitted on April 16, 2014; and 


4 Note that the EPA is approving the renumbering 
of the Definitions in 30 TAC Section 116.12, which 
will include the renumbering of the existing SIP- 
approved definition of ‘‘major stationary source” 
from 30 TAC Section 116.12(17) to 30 TAC Section 
116.12(19). 

5 Note that the EPA is approving the renumbering 
of the Definitions in 30 TAC Section 116.12, which 
will include the renumbering of the existing SIP- 
approved definition of “major modification” from 
30 TAC Section 116.12(18) to 30 TAC Section 
116.12(20). We are also approving other non- 
substantive revisions to the name of the Figure 
within the definition, and to footnotes 1 and 5 of 
the Figure. 
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e Revisions to 30 TAC Sections 
122.122(e)(3), (e)(3)(A), and (e)(3)(B) 
adopted on March 26, 2014, and 
submitted on April 16, 2014. 

In a letter dated October 1, 2014, the 
TCEQ informed EPA of its view that the 
provisions listed above ‘‘are no longer 
appropriate or necessary for the SIP”’ 
after the Supreme Court decision in 
UARG v. EPA. EPA concurs with this 
assessment by TCEQ and is not taking 
action on the submitted revisions to 
these provisions in this rulemaking. 


D. Provisions Where the EPA Is 
Finalizing Action 

The remaining provisions in the 
Texas SIP submissions can operate 
independently and do not depend on 
the provisions listed above to provide 
authority for the TCEQ to issue PSD 
permits for ‘“‘anyway sources”’ that 
contain limitations on GHGs based on 
application of BACT. The provisions we 
are approving in this action are listed 
below. These provisions are sufficient 
by themselves to ensure the TCEQ will 
have a GHG PSD program in place that 
is consistent with the Court’s ruling and 
the provisions of 40 CFR 51.166 that the 
EPA is continuing to apply and enforce 
at this time. 

e Substantive and non-substantive 
revisions to 30 TAC Section 
116.111(a)(2)(i), (a)(2)(B), (a)(2)(C), 
(a)(2)(D), and (a)(2)(F) adopted on 
September 15, 2010, and submitted on 
October 5, 2010; 

e Revisions to 30 TAC Sections 
39.411(e)(11), (e)(15), (e)(16), (£)(4), 
(f)(8), 39.412(a)—-(d), 39.419(e)(1), and 
39.420(e)(4) adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Revisions to 30 TAC Section 101.1 
adopted on March 26, 2014, and 
submitted on April 16, 2014; 

e Revisions to 30 TAC Section 101.10 
adopted on March 26, 2014, and 
submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
101.201 adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Revisions to 30 TAC Section 106.2 
and 106.4(d) adopted on March 26, 
2014, submitted on April 16, 2014; 

e Revisions to 30 TAC Section 116.12 
adopted on March 26, 2014, submitted 
on April 16, 2014, including the 
renumbering of SIP-approved 
definitions for ‘‘major stationary source’ 
and ‘‘major modification’ at non- 
substantive revisions within those 
definitions; © 


’ 


6 As specified in Section II.C of this final rule, the 
EPA is taking no action at this time on the 
substantive revisions to the definitions of ‘‘major 
stationary source” and ‘“‘major modification” 
pertaining to non-anyway sources and modification. 





e Revisions to 30 TAC Section 
116.111(b)(1) adopted on March 26, 
2014, submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.160(c) adopted on March 26, 2014, 
submitted on April 16, 2014; 

e New provisions at 30 TAC Section 
116.164(a) introductory paragraph, 
(a)(1), and (a)(2) adopted on March 26, 
2014, submitted on April 16, 2014; 

e New provisions at 30 TAC Section 
116.169(a) adopted on March 26, 2014, 
submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.610(a)(1) adopted on March 26, 
2014, submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.611(c)(1) and (c)(2) adopted on 
March 26, 2014, submitted on April 16, 
2014; and 

e Revisions to 30 TAC Section 
122.122(a), (e)(1), and (e)(2) adopted on 
March 26, 2014, submitted on April 16, 
2014. 

The EPA anticipates that we will need 
to take additional action to revise the 
federal PSD requirements for GHG PSD 
permitting in light of the Supreme Court 
decision. The timing and content of 
such revisions are expected to be 
informed by ongoing legal proceedings 
before the D.C. Circuit. These revisions 
to federal requirements may necessitate 
future revisions to the Texas SIP. The 
EPA will work with Texas, and all other 
affected states, to address future changes 
in our federal permitting requirements 
in an expeditious manner. 


III. Response to Comments 


We received comments from Air 
Alliance Houston, the Greater Houston 
Partnership (GHP), the House Bill 788 
Working Group (HB 788 Working 
Group), Sierra Club, Texas Chemical 
Council (TCC), Texas Commission on 
Environmental Quality (TCEQ), Texas 
Industry Project (TIP), the Texas Oil and 
Gas Association (TXOGA), the Texas 
Pipeline Association (TPA), and public 
citizens on our February 18, 2014, 
proposal. All comments received on the 
February 18, 2014, proposed action are 
available in the public docket to this 
rulemaking. Below is our summary of 
each comment received relating to the 
SIP action and our response. The EPA 
notes that the comments and our 
responses to comments relevant to the 
final FIP rescission action are in the 
separate but simultaneous final action. 
Comments and responses that relate to 
both final actions are found in both 
documents. 

Comment 1: The TCEQ, GHP, HB 788 
Working Group, TCC, TIP, and TPA 
submitted comments supportive of our 
proposed action and urge the EPA to 


proceed with final approval and rescind 
the associated FIP. 

Response 1: The EPA appreciates the 
support of the commenters. No changes 
have been made to the final SIP 
approval rule as a result of these 
comments. 

Comment 2: The TCC encouraged the 
EPA to make the FIP rescission effective 
immediately upon approval of the SIP. 
As support, the commenters referenced 
the EPA’s final approval action of the 
Wyoming GHG PSD Program at 78 FR 
69998, November 22, 2013. 

Response 2: The EPA interprets the 
comment as a request that the EPA make 
the final approval of the GHG PSD SIP 
and the rescission of the GHG PSD FIP 
effective immediately upon publication 
in the Federal Register pursuant to the 
Administrative Procedure Act (APA), 
Section 553(d). As explained more fully 
in Section IV of this document and in 
Comment/Response 3, the EPA finds 
that this final SIP action and the 
separate but simultaneous final FIP 
rescission action should be made 
effective immediately upon publication 
in the Federal Register. 

The EPA also wishes to clarify that 
the Wyoming action, cited in the 
comment as precedent for an immediate 
effective action, does not utilize Section 
553(d) of the APA. The EPA’s November 
22, 2013, final approval of the Wyoming 
GHG PSD Program and FIP rescission 
were both effective 30 days after 
publication in the Federal Register. 
Specifically, the Wyoming action was 
published on November 22, 2013, and 
the SIP approval and FIP rescission 
were effective on December 23, 2013. 

Comment 3: TXOGA requested that 
the final SIP approval and the FIP 
rescission be effective on the date of 
Federal Register publication rather than 
the date 30 days after publication. TIP 
commented that the EPA should invoke 
the ‘good cause”’ exception in the APA 
to make the final approval and FIP 
rescission immediately effective upon 
publication. TIP suggested that using 
the “good cause” exception would: (1) 
“level the playing field” between Texas 
GHG permitting and GHG permitting in 
states with EPA-approved GHG 
permitting programs; (2) provide 
economic benefits by allowing 
consolidation of air permitting for Texas 
GHG sources at the TCEQ; (3) relieve a 
restriction imposed by the FIP; and (4) 
is procedural in nature and does not 
change substantive requirements for 
GHG PSD permitting. 

Response 3: The EPA agrees that this 
is an appropriate circumstance to make 
this rule effective immediately upon 
publication, pursuant to 5 U.S.C, 
Section 553(d) of the APA. As detailed 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66631 








in Section II of this final SIP action and 
in Section III of the separate but 
simultaneous final FIP action, we have 
determined that both the final approval 
of the GHG PSD SIP and the separate 
but simultaneous rescission of the GHG 
PSD FIP be effective immediately upon 
publication in the Federal Register. An 
immediate effective date is authorized 
under the APA, Section 553(d)(1), 
which provides that a rulemaking action 
may become effective less than 30 days 
after publication if the rule “grants or 
recognizes an exemption or relieves a 
restriction’; and Section 553(d)(3), 
which allows an effective date less than 
30 days after publication ‘‘as otherwise 
provided by the agency for good cause 
found and published with the rule.” 


First, the immediate effective date 
helps to relieve the restriction on the 
TCEQ’s ability to issue single GHG PSD 
permits and will eliminate the dual 
EPA/TCEQ PSD permit system, which 
in turn, promotes a more efficient single 
permitting authority process. Second, 
we have determined there is ‘‘good 
cause”’ to make this rule effective 
immediately because it will allow Texas 
to begin processing complete PSD GHG 
applications that meet the appropriate 
federal PSD requirements immediately 
and it will allow the regulated 
community to receive PSD permits 
containing GHG limits, issued by Texas, 
as soon as possible. An immediate 
effective date provides Texas with 
undelayed authority to regulate GHG 
emissions in PSD permits issued to 
“anyway” sources and allows Texas to 
become the sole PSD permitting 
authority in the state, except in three 
limited circumstances. In addition, an 
expedited transition of the GHG PSD 
program from the EPA to Texas creates 
a more efficient use of EPA and State 
resources, and creates certainty for the 
regulated community and public. 
Additionally, the EPA and the TCEQ 
have worked closely to ensure Texas has 
adequate authority and resources to 
administer the GHG PSD permitting 
program without a 30-day delay, which 
is normally the time required for 
affected parties to adjust their behavior 
and prepare before the final rule takes 
effect. The EPA has determined that 
moving as expeditiously as practicable 
to consolidate GHG PSD permitting with 
the TCEQ PSD permitting program is 
supported here as the State has the 
authority and resources to administer 
the GHG PSD permitting program. The 
EPA finds that the above reasons 
support an effective date prior to thirty 
days after the date of publication under 
5 U.S.C. Section 553(d) for both this 
final SIP approval action and the 


separate but simultaneous final FIP 
action. We have revised the effective 
date of our final SIP action as a result 
of these comments. 

Comment 4: The HB 788 Working 
Group commented that the EPA should 
proceed with finalizing our proposed 
parallel processing even though the 
TCEQ Commissioners are likely to 
revise the Texas GHG PSD rule package 
in response to public comments 
received at the March 26, 2014, agenda 
meeting. The HB 788 Working Group 
summarized the proposed changes and 
characterized the changes as follows: (1) 
clarify the distinction between the GHG 
PSD program and Texas minor NSR 
requirements; (2) remove the exemption 
for CO> from biogenic sources from the 
new definition of CO2-equivalent 
emissions (COze), consistent with the 
EPA’s action in the proposed GHG PSD 
SIP approval; (3) clarify GHG PSD 
applicability and ensure consistency 
with federal requirements; (4) address 
recordkeeping requirements for non- 
PSD changes in GHGs; and (5) establish 
a deadline for GHG-only major sources 
to certify emissions of GHGs below 
major source thresholds that is 
consistent with the federal Part 70 and 
Texas Chapter 122 deadlines. 

Response 4: The TCEQ submitted the 
final GHG PSD SIP submittal on April 
16, 2014. As discussed above in Section 
I of this rulemaking and the Addendum 
to the TSD, the TCEQ Commissioners 
did not adopt material changes as a 
result of public comment. The EPA has 
evaluated the adopted changes and 
determined that each change is not 
significant or substantive in nature. 
Because these were not material changes 
to the regulations that the EPA proposed 
to approve, the EPA’s notice of 
proposed rulemaking provided 
sufficient notice to members of the 
public of the substance of the TCEQ 
regulations that the EPA is approving 
into the Texas SIP in this final rule. 
However, as discussed above in Section 
Il of this final action, some of the 
provisions that the EPA proposed to 
approve are now no longer appropriate 
for inclusion in the Texas SIP after the 
Supreme Court’s ruling. Nevertheless, 
the EPA is finalizing approval of the 
majority of the revisions to the Texas 
SIP as proposed, including those 
provisions with revisions that are not 
significant or substantive, adopted by 
the TCEQ on March 26, 2014, and 
submitted on April 16, 2014. See 
Section II.C and II.D of this final 
rulemaking for an explanation of which 
submitted provisions where we are 
taking no action and which provisions 
are being finally approved. 


Comment 5: The EPA should state for 
the record that GHG permits issued by 
the EPA may be amended by the TCEQ 
once permitting authority is delegated. 

Response 5: As stated in our proposed 
approval, the TCEQ submitted a letter 
on January 13, 2014, (available in the 
docket for this rulemaking) that 
provided clarity and assurances that the 
TCEQ has the general authority under 
the Texas Clean Air Act to administer 
the EPA-issued GHG PSD permits, 
including revising or amending those 
permits in the future. Specifically, the 
“TCEQ will assume full PSD 
responsibility for the administration and 
implementation of final GHG PSD 
permits issued by the EPA upon 
notification from the EPA that all 
administrative and judicial appeal 
processes have expired or have been 
completed or concluded. . . assuming 
full PSD responsibility includes the 
authority to. . . process and issue any 
and all subsequent PSD permit actions 
relating to such permits (e.g., 
amendments).’’ See 79 FR 9123, 9132. 
February 18, 2014. 

We would also like to correct one 
statement from the commenter 
concerning the EPA’s delegation of 
permitting authority to the TCEQ. The 
EPA’s final action today approves under 
Section 110 of the CAA, the Texas GHG 
PSD permit process as part of the Texas 
SIP. The EPA wishes to clarify to the 
commenter that our final action is a SIP 
approval, not a delegation of the EPA’s 
authority. Once a SIP is approved, the 
state permitting authority issues permits 
consistent with the SIP under state law. 
CAA Section 110 does not involve a 
“delegation” of the EPA authority under 
federal law to states. Rather, states 
exercise primary authority as 
implemented through their EPA- 
approved SIPs, including issuing state 
permits under state law under a PSD 
SIP. In general, when the EPA approves 
a PSD SIP, the EPA makes a 
determination that a state-issued 
preconstruction permit that complies 
with the state law in the SIP will satisfy 
the federal PSD permitting requirements 
that are applicable under the CAA and 
EPA regulations at the time of the SIP 
approval. No changes have been made 
to the final SIP approval rule as a result 
of this comment. 

Comment 6: One commenter found it 
difficult to provide specific comments 
due to the pending Supreme Court 
decision on GHG and asked that the 
EPA discuss the impact, if any, of the 
pending Supreme Court decision 
around GHG. 

Response 6: Although not specifically 
referenced in the comment, we believe 
the commenter’s reference to ‘“‘pending 
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Supreme Court decision around GHG” 
refers to the following case that was 
before the Supreme Court of the United 
States: Case 121146; Utility Air 
Regulatory Group v. The Environmental 
Protection Agency and consolidated 
cases. The Supreme Court decided this 
case on June 23, 2014. See Section II of 
this final action for a detailed 
discussion. In summary, the Supreme 
Court affirmed in part and reversed in 
part the lower court’s decision on the 
applicability of the PSD Program to 
GHGs, rejecting the application of the 
PSD program to additional sources 
based only on GHG emissions but 
affirming the applicability of BACT to 
GHGs emitted by sources otherwise 
required to obtain PSD permits based on 
emissions of other pollutants. 
Accordingly, the decision has 
influenced our final action on the April 
16, 2014, SIP submittal. The EPA is 
proceeding with the finalization of the 
majority of the revisions to the Texas 
SIP and the separate but simultaneous 
FIP removal that we proposed to 
approve on February 18, 2014. However, 
in order to proceed consistent with the 
Court’s decision as detailed in Section 
I] and Comment/Response 4, the EPA is 
taking no action at this time on the 
portions of the April 16, 2014, submittal 
that provided for the permitting of “Step 
2,” “non-anyway”’ sources. 

Comment 7: The EPA should state for 
the record that the reasonable 
possibility recordkeeping requirements 
pursuant to 40 CFR 52.21(r)(6) do not 
apply to GHG emissions if the emissions 
increase is less than 75,000 tpy COze. 
The reasonable possibility requirements 
under 40 CFR 52.21(r)(6) apply to a 
“regulated NSR pollutant.” The 
definition of “regulated NSR pollutant’’ 
in 40 CFR 52.21(b)(50) includes any 
pollutant that is ‘‘subject to regulation.” 
Pursuant to 40 CFR 52.21(b)(49), GHG is 
not subject to regulation and thus is not 
a regulated NSR pollutant if the 
emissions increase is less than 75,000 
tpy COze. 

Response 7: After the Supreme Court 
decision, the EPA considers GHG 
emissions to be subject to regulation 
only if the criteria at 40 CFR 
52.21(b)(49)(i) through (iv) are satisfied. 
As discussed above, these provisions 
remain in the Code of Federal 
Regulations at the present time. The 
EPA may need to consider 
modifications to these regulations, but 
under the existing provisions, the 
reasonable possibility requirements at 
40 CFR 52.21(r)(6) do not apply for GHG 
emissions below the subject to 
regulation thresholds. 

Comment 8: Air Alliance Houston 
commented that the EPA should not 





approve the Texas rules without first 
requiring the TCEQ to explicitly allow 
for public review and comment on all 
BACT analyses. 

Response 8: As discussed in our 
February 18, 2014, proposed approval, 
the proposed revisions to the Texas SIP 
and the existing Texas SIP already 
require public review and comment on 
all BACT analyses. Even though we are 
not finalizing approval of the submitted 
revisions to 30 TAC Section 
116.111(a)(2)(I) that were adopted on 
March 26, 2014, and submitted on April 
16, 2014, the existing Texas SIP at 30 
TAC Section 116.111(a)(2)(I) requires 
that any permit application for a 
proposed facility in an attainment area 
comply with all applicable requirements 
of PSD review. As discussed in our 
February 18, 2014, proposed approval, 
one such applicable requirement for 
PSD permitting is the SIP-approved 
requirement at 30 TAC Section 
116.111(b)(2) which requires that 
Chapter 39 public notice provisions are 
followed for PSD permits declared 
administratively complete on or after 
September 1, 1999. As also discussed in 
our February 18, 2014, proposed 
approval, the EPA, in a separate 
rulemaking action on January 6, 2014, 
previously approved the public notice 
provisions in 30 TAC Chapter 39 as 
consistent with all requirements for PSD 
public notice. See 79 FR 9123, 9129. As 
discussed more fully in Section II.B of 
this final SIP approval action, the EPA 
has concluded that the Texas PSD 
program will apply GHG BACT to all 
“Step 1” or “anyway” sources. 
Therefore, any GHG PSD permit 
application will be subject to PSD 
public notice requirements under the 
SIP-approved public notice provisions 
for PSD permit applications at 30 TAC 
Chapter 39. Specifically, the SIP- 
approved public notice provisions at 30 
TAC Section 39.405(g) require the 
applicant to make available for public 
review the permit application, 
additional materials submitted in 
support of the application, the air 
quality analysis, the preliminary 
determination summary, and the draft 
permit. The BACT analysis for a given 
GHG PSD permit application for an 
“anyway” source will therefore be 
included in the materials available for 
public review and comment. Please note 
that we are no longer taking action on 
provisions that deal with ‘“‘non-anyway”’ 
or “Step 2” sources, as discussed 
elsewhere in this notice. 

Comment 9: Air Alliance Houston 
commented that the EPA should require 
the TCEQ to assess add-on GHG 
pollution control equipment consistent 
with the federal BACT program. Air 


Alliance Houston further commented 
that the three-tiered Texas BACT 
process required by the Texas Clean Air 
Act is not consistent with the top-down, 
five-step federal BACT analysis. Public 
citizens also commented to request 
clarification on how BACT is 
determined and questioned who is 
responsible for determining whether 
controls such as carbon capture would 
be feasible. 

Response 9: The EPA’s final action 
today approves revisions to 30 TAC 
Section 116.111(a)(2)(C) to clarify the 
application of BACT for all permit 
applications in Texas, including GHG 
PSD permit applications. This provision 
clarifies that the TCEQ use two types of 
BACT for permit reviews—federal 
BACT pursuant to the requirements of 
Title ] Part C and Texas BACT under the 
Texas Clean Air Act (TCAA). The 
revision clarifies federal BACT must be 
applied first to any facility subject to 
PSD requirements. While this provision 
is germane to all Texas PSD permits, 
this applies to PSD permits for anyway 
sources with GHG emissions. These 
GHG PSD permits will be required to 
apply federal BACT as well as TCAA 
BACT. Federal BACT requirements will 
govern the permitting process if there is 
a difference in stringency between the 
federal BACT requirements and the 
Texas BACT requirements. See the 
discussion in our February 18, 2014, 
proposed approval at 79 FR 9123, 9128. 
Additionally, as discussed in past SIP 
approval actions on the Texas PSD 
program, the EPA has determined that 
the Texas BACT process is an 
appropriate alternative to the federal 
top-down process.’ This action on the 
Texas GHG PSD SIP revision does not 
alter our determination that the TCEQ 
will continue to implement the Texas 
PSD program consistent with federal 
requirements. This approval of 30 TAC 
Section 116.111(a)(2)(C) further 
supports our previous determinations 
that the TCEQ shall apply Texas BACT 
and federal BACT to all PSD permits, 
and if there is a conflict, the federal 
BACT requirements will apply. As to 
the specific process for applying BACT 
review in a PSD permit, under state law 
at 30 TAC Sections 116.111(a)(2)(C) and 
116.160(c)(1)(A), the applicant must 
submit an application including specific 
control technology.® As the PSD 


? See the EPA’s proposed approval of the Texas 
PSD program on December 22, 1989 at 54 FR 52823, 
52825. See also the EPA’s final approval of the 
Texas PSD program on June 24, 1992 at 57 FR 
28093, 28096. 

® The revisions to 30 TAC Section 116.160(c) 
adopted on March 26, 2014, and submitted on April 
16, 2014, refer to the requirements for GHG PSD 
permitting in 30 TAC Section 116.164. As noted in 
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permitting authority, the TCEQ, under 
its PSD permit rules at 30 TAC Sections 
116.160 and 116.164(a) introductory 
paragraph, (a)(1) and (2) only, shall 
review the application and specified 
control technology and determine 
whether the technology is considered 
BACT. Under the Texas SIP at 30 TAC 
Section 39.405(g)(3), the TCEQ’s 
analysis of the proposed BACT shall be 
included in the proposed state issued 
permit, which is subject to public 
review and comment. Public citizens 
have an opportunity to review the 
TCEQ’s proposed BACT determination 
and provide comments on the proposed 
permit during the specific comment 
period under 30 TAC Section 55.152. 
Pursuant to the Texas SIP at 30 TAC 
Section 55.156(b), the TCEQ must 
respond to all comments received on 
proposed PSD permits. 

Comment 10: Public citizens 
submitted several comments regarding 
the EPA’s proposed approval of the 
GHG PSD SIP, the rescission of the GHG 
PSD FIP, and the transition process to 
be used when transferring permitting 
authority to the TCEQ. Specifically, the 
commenters are concerned that the 
transition process is lacking the ‘“‘voice”’ 
of the people on whether the public 
feels it is the right of the applicant/ 
company to be able to choose the EPA 
or the TCEQ as the permitting authority 
without the public’s input on pending 
applications. The commenters urged the 
EPA to retain the permitting authority in 
sensitive nonattainment areas such as in 
Brazoria County, Texas. Finally, the 
commenters submitted information 
regarding ozone monitor siting and air 
quality in Clute, water quality impacts 
in the Galveston Bay, and maps 
identifying locations of proposed GHG 
PSD permits. 

Response 10: While the EPA 
appreciates the commenter’s concerns 
about the public having a voice in the 
selection of a permit authority, we 
believe the appropriate regulatory and 
permit transition procedures are in 
place to ensure any GHG PSD permit, 
whether issued by the EPA or the TCEQ, 
complies with all federal PSD 
requirements. Further, the EPA offered 
an opportunity for review and comment 


Section ILC of this final SIP approval, EPA is not 
taking action at this time on portions of 30 TAC 
Section 116.164 that add thresholds pertinent to 
whether a non-anyway source or modification 
requires a PSD permit solely for GHG emissions. 
But, EPA is acting to approve the portions of 30 
TAC Sections 116.164 that apply a “75,000 TPY 
“major modification level’’ to increases in GHGs at 
anyway sources and modifications, so it remains 
appropriate for EPA to act to approve the submitted 
revisions to 30 TAC Section 116.160(c) adding the 
reference to the thresholds for GHGs in 30 TAC 
Section 116.164(a)(1) and (a)(2). 


on our proposed determination that the 
TCEQ has the requisite authority to 
address GHGs in the PSD program in 
Texas upon approval of the SIP and 
rescission of the FIP for GHGs. We 
received no comments on this specific 
issue. As stated in the proposal, the EPA 
finds the TCEQ has the necessary legal 
and regulatory provisions in place to 
successfully implement the federal 
requirements for GHG PSD permitting. 
As such, we are finalizing the approval 
of the Texas SIP provisions for GHG 
PSD permitting, with the above noted 
exceptions where we are taking no 
action at this time on certain revisions 
that appear to no longer be needed after 
the Supreme Court’s UARG v. EPA 
decision. In a separate but simultaneous 
action published elsewhere in this issue 
of the Federal Register, we are 
rescinding the majority of the Texas 
GHG PSD FIP. Upon the effective date 
of both of these actions, the TCEQ will 
have the authority to process 
applications and issue GHG PSD 
permits, except where the EPA retained 
authority in three limited 
circumstances. As stated in the EPA’s 
February 18, 2014, proposal and 
transition document referenced in that 
action, the EPA contacted each GHG 
PSD permit applicant who had 
submitted an application to the EPA at 
the time of our proposed approval. We 
provided these permit applicants the 
opportunity to elect either the EPA or 
the TCEQ as the issuer of its GHG 
permit by May 15, 2014. All permit 
applicants submitted a request for 
permitting authority by the deadline of 
May 15, 2014. For the permit 
applications that have been submitted 
since the EPA’s proposed approval, the 
EPA is retaining permitting authority 
and will continue evaluating and 
processing these permit applications 
unless and until the applicant submits 
a written request to transfer to the 
TCEQ, the EPA issues a final permit, or 
a permit application is withdrawn from 
the EPA. The EPA Region 6 GHG Web 
site has been updated to identify which 
permit applications have been retained 
by the EPA for processing and those 
which have been transferred to the 
TCEQ. We will continue to update this 
Web site as applicants make their 
decisions regarding permitting 
authority. Upon the effective date of our 
final SIP approval and simultaneous FIP 
rescission, the EPA will no longer 
accept applications for GHG PSD 
permits in Texas. From that point 
forward, the TCEQ will be the only 
permitting authority for GHG PSD 
permits in Texas, with the exception of 
the three limited circumstances where 


the EPA retains authority over a permit 
application or an issued permit has not 
gone through exhaustion of all 
administrative and judicial appeals, as 
discussed in our final FIP rescission 
action. Both the EPA and the TCEQ are 
required to issue GHG PSD permits that 
satisfy federal requirements for PSD 
permitting. In the instances where a 
permit applicant elected to transfer the 
permitting authority to the TCEQ and 
the EPA has already public noticed a 
draft permit and received comments, the 
EPA intends to contact each commenter 
to advise them to resubmit comments to 
the TCEQ pursuant to 30 TAC Sections 
39.412 and 55.152. 

Second, as we are finalizing this SIP 
approval rulemaking today, we find the 
TCEQ has adopted regulations sufficient 
to regulate emissions of GHGs from 
“anyway” major emitting sources under 
the Texas PSD program. As part of the 
Texas PSD program, a GHG PSD permit 
application will be subject to the Texas 
SIP-approved public notice and 
comment procedures that are consistent 
with the EPA’s federal PSD public 
notice requirements at 40 CFR 
51.166(q). For new GHG PSD permit 
applications processed by the TCEQ and 
those ‘‘anyway” applications transferred 
from the EPA to the TCEQ for which the 
EPA has not proposed a draft permit, 
the Texas SIP-approved public notice 
process will involve two opportunities 
for public comment under 30 TAC 
Sections 39.418 and 39.419 for the 
Notice of Receipt of Application and 
Intent to Obtain Permit (NORI) and the 
Notice of Application and Preliminary 
Decision (NAPD). For the subset of 
permit applications that are transferred 
to the TCEQ after the EPA has already 
proposed a draft permit, these 
applications will either use the NORI 
and NAPD or will go through a 
Combined Public Notice under 30 TAC 
Section 39.412. Opportunity for public 
review and comment will be provided 
in all instances where the TCEQ is the 
permitting authority for a GHG PSD 
permit application. 

We would like to correct one 
statement from the commenter 
concerning nonattainment permitting, 
which is that the EPA should retain the 
GHG PSD FIP permitting authority in 
sensitive nonattainment areas. There are 
no GHG nonattainment areas; the EPA 
was the permitting authority only for 
GHG PSD permits. The TCEQ has been, 
and continues to be, the permitting 
authority for Nonattainment New 
Source Review (NNSR) permits in 
Texas. In Brazoria County, the EPA was 
the permitting authority for the GHG 
PSD permits but the TCEQ was the 
permitting authority for the NNSR 
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permitting program and all other non- 
GHG PSD pollutants. 

After review and consideration of the 
additional materials submitted by the 
citizens, the EPA has determined that 
the data submitted regarding ozone 
monitors and air quality in Clute, water 
quality in Galveston Bay, and maps 
identifying locations of the proposed 
GHG PSD permit applications, are 
beyond the scope of our review and are 
not relevant to our proposed approval of 
the Texas GHG PSD SIP. No changes 
were made to the final SIP approval rule 
as a result of these comments. 

Comment 11: Air Alliance Houston 
commented that the EPA should 
encourage the TCEQ to compile an 
annual GHG emissions inventory of 
those sources required to submit 
emissions information under the EPA’s 
GHG Reporting Program. 

Response 11: While we appreciate the 
commenter’s suggestion, this 
requirement is beyond the scope of this 
action. Our final action today approves 
revisions to the Texas PSD SIP to 
provide the TCEQ the authority to 
regulate GHG emissions from “‘anyway”’ 
sources under the Texas PSD program 
consistent with the PSD requirements 
after the Supreme Court’s UARG v. EPA 
decision. The EPA’s PSD program 
regulation applicable to approval of a 
state program (40 CFR 51.166) does not 
require a GHG emissions inventory. 
However, as the commenter noted, the 
EPA has a separate requirement under 
the federal GHG Reporting Program that 
requires certain sources to report annual 
GHG emissions to the EPA for tracking 
in a national database. See the EPA 
regulations at 40 CFR Part 98. We note 
that the data submitted to the GHG 
Reporting Program is made available to 
the public at http://www.epa.gov/ 
climatechange/ghgemissions and can be 
readily sorted by state. The 
implementation of the GHG Reporting 
Program is outside the scope of the 
Texas SIP revision that the EPA is 
approving in this action. No changes 
were made to the final SIP approval rule 
as a result of these comments. 

Comment 12: Several commenters 
submitted comments regarding the 
EPA’s document titled “Transition 
Process for Transferring GHG PSD 
Permitting Authority to TCEQ.”’ These 
comments are summarized below: 

A. Comments about notification to 
companies regarding the Transition 
Process: 

TCC suggests that the EPA clarify 
that letters sent to applicants will not be 
mailed until the final rule has been 
published in the Texas Register, on or 
about April 17, 2014. 


TCC requests that the EPA post a 
message or announcement on its Web 
site indicating that letters concerning 
the transition process have been 
submitted to any of the GHG applicants. 

B. Comments about the deadline for 
selecting a permitting authority under 
the Transition Process: 

- TCC suggests the EPA not impose a 
firm 30-day decision deadline because 
of concerns that permit applicants 
selecting the TCEQ as the permitting 
authority may experience delay in 
processing of applications if the FIP 
rescission is delayed. 

TCC requests that the EPA clarify 
whether a permit applicant will have 
the opportunity to request additional 
time beyond 30 days to submit a 
response regarding permitting authority. 

C. Comments about the Transition 
Process for Issued Permits: TCC, TIP, 
and TXOGA requested that the EPA 
reconsider the transition process, such 
that permit applications currently being 
reviewed in the Environmental Appeals 
Board (EAB) could be transferred to the 
TCEQ. 

Response 12: The EPA appreciates the 
comments on the Transition Process we 
will be using to transfer GHG PSD 
permitting authority to the TCEQ. After 
consideration of the comments and in 
light of the recent UARG v. EPA 
decision, we have decided that it is 
necessary to revise, in part, our 
Transition Process as well as revise, in 
part, the EPA’s proposed retained 
authority under the FIP. Below are our 
specific responses to the comments 
raised regarding the Transition Process 
and a discussion of how the EPA is 
revising our retained authority under 
the separate but simultaneous FIP 
rescission, 

Response 12A: For permit applicants 
with applications submitted at the time 
of our February 18, 2014, proposal, we 
are making no changes to the Transition 
Process. The EPA has provided 
adequate notice to those initial permit 
applicants regarding the Transition 
Process. The EPA mailed letters to each 
GHG permit applicant on file with the 
EPA on March 27, 2014, requesting a 
response no later than May 15, 2014. 
Those letters are available for public 
access in the docket for the SIP and FIP 
rulemaking actions. By communicating 
with our initial permit applicants 
immediately following the TCEQ 
Commissioners vote on March 26, 2014, 
to adopt the GHG PSD revisions, we 
provided our initial permit applicants 
with a reasonable amount of time to 
weigh individual business 
considerations and respond with a 
permitting authority request. The letters 


were delivered to the applicants via U.S. 


Postal delivery and email, ensuring 
multiple means of communication with 
each applicant. Additionally, our 
Region 6 GHG Web site was updated to 
indicate the availability for review and 
comment on the EPA’s proposed 
approval of the Texas GHG PSD SIP, 
rescission of the Texas GHG PSD FIP, 
and Transition Process. No changes 
were made to the final SIP approval rule 
as a result of these comments. 

The EPA recognizes that since the 
time of our proposed rulemaking, we 
have received additional permit 
applications and those permit 
applicants were not afforded a similar 
opportunity to select a permitting 
authority by the May 15, 2014, deadline 
specified in the Transition Process. For 
these permit applications submitted 
after the February 18, 2014, proposal, 
the EPA is retaining the permitting 
authority until the EPA either issues a 
final permit and all subsequent 
administrative and judicial appeals are 
exhausted, the applicant submits a 
written request to be transferred to the 
TCEQ, or the applicant withdraws the 
permit from the EPA. 

Response 12B: The EPA does not 
believe it is necessary to extend the 
deadline for requesting a transfer of 
permitting authority beyond the May 15, 
2014, deadline, as specified in our 
Transition Process for the initial permit 
applications that were submitted at the 
time of our February 18, 2014, proposed 
action. We received written permit 
authority requests from all permit 
applicants in house at the time of the 
proposed notice by the specified May 
15, 2014, deadline. 

However, in consideration of these 
comments and in light of the UARG v. 
EPA decision, we have decided that for 
any permit applications that were 
submitted after our proposed 
rulemaking, the EPA will retain 
permitting authority and continue to 
process and evaluate any pending 
permit application for an anyway source 
or modification unless or until the 
applicant submits a written request to 
transfer the authority to the TCEQ or 
withdraws the permit application from 
the EPA. The EPA will continue to 
process and evaluate any pending 
permit application for an anyway source 
or modification. There is no 30-day time 
period for a decision imposed on the 
permit applicants. Rather, the applicant 
can make an informed business decision 
through consultation with the EPA and 
the TCEQ, up until the EPA has issued 
a final permit. The EPA’s retained 
authority under the FIP was revised as 
a result of these comments. 

Response 12C: At this time, we intend 
to transfer all initial permit applications 
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and related materials to the TCEQ where 
a permit applicant requested the transfer 
in writing by May 15, 2014, as specified 
in the Transition Process. Additionally, 
as discussed above in Responses 12A 
and 12B, for any permit application 
submitted after our February 18, 2014, 
proposed rulemaking, the EPA will 
transfer the permit application and 
related materials to the TCEQ where the 
permit applicant submits a written 
request to transfer to the TCEQ. The 
EPA will confirm the transfer of the 
permit application by providing a letter 
to the TCEQ and the permit applicant 
wherein we transfer the permit 
application, related materials, and state 
that we consider the request for transfer 
a withdrawal of the application that 
removes the application from review 
and further action by the EPA. As 
discussed in our February 18, 2014, 
proposed rulemaking, the EPA’s 
permitting authority “will cease upon 
an applicant’s written request to the 
EPA withdrawing the pending permit 
application before a final determination 
is made.” See 79 FR 9123, 9133. A final 
determination on the permit is made 
when all administrative and judicial 
appeals processes have been exhausted. 
The EPA will retain permitting 
authority for ‘““anyway’’ GHG PSD 
permits that are issued or ‘‘anyway” 
permit applications denied by the EPA 
for which either the time for filing an 
administrative appeal has not expired or 
all administrative and judicial appeals 
processes have not been completed. As 
stated in our Transition Process, a GHG 
PSD permit applicant has the ability to 
withdraw the permit application before 
the EPA and submit a new application 
to the TCEQ at any time until the permit 
becomes final. Because a permit does 
not become final until agency review 
procedures are exhausted, an applicant 
can withdraw an application while a 
permit is under EAB review. No changes 
were made to the final SIP approval rule 
as a result of these comments, but we 
have modified the authority retained by 
EPA in the FIP for certain permit 
applications for other reasons. 
Comment 13: Sierra Club submitted 
several comments and supporting 
exhibits requesting that the EPA not 
approve the GHG PSD SIP and rescind 
the FIP until the TCEQ submits 
clarifications regarding access to 
judicial review for GHG PSD permits. 
First, Sierra Club commented that if the 
commission acts on a GHG permit, then 
the Texas regulations appear to require 
a party to go through the contested case 
hearing process in order to exhaust 
administrative remedies, which is 
necessary to later seek judicial review. 


However, HB 788 removes the 
opportunity for a contested case hearing 
for GHG permits. As a result, the TCEQ 
has not adequately clarified the process 
to exhaust all administrative remedies 
before seeking judicial review when the 
commission acts on a GHG permit. 
Response 13: Because judicial review 
of PSD permits is important and 
necessary under the Act, we have 
reevaluated the Texas judicial review 
process as it applies to GHG PSD 
permits issued by the TCEQ. 77 FR 
65305, at 65307 (Oct. 26, 2012).° The 
TCEQ provided a letter to the EPA dated 
May 30, 2014,!° to clarify the judicial 
review process and the associated 
administrative remedies with respect to 
the GHG PSD permits issued by Texas. 
This letter explains the processes to 
exhaust administrative remedies and 
confirms that Texas law provides an 
opportunity for judicial review of all 
GHG PSD permits issued by the TCEQ. 
Texas regulations do not require a party 
to go through the contested case hearing 
process in order to exhaust 
administrative remedies when the 
commission acts on a GHG permit. 
Section 50.119(b) provides that “‘[ilf the 
commission acts on an application, 
§ 80.272 [Motion for Rehearing] of this 
title applies.” Further, Section 
50.119(c)(3) provides that motions for 
rehearing may be filed on “‘the 
commission’s decision on an 
application.’ Section 80.272 is a 
procedural provision that sets out the 
process for filing a motion for rehearing 
after the commission makes a decision 
on a permit. State law allows the TCEQ 
to establish a motion for rehearing via 
regulation, even when there is no 
statutory right to a contested case 
hearing.’! Section 50.119(c) does not 
require a contested case hearing for a 
motion for rehearing to be available. We 
recognize that the judicial review 


9“!WJe interpret the CAA to require an 
opportunity for judicial review of a decision to 
grant or deny a PSD permit, whether issued by EPA 
or by a State under a SIP-approved or delegated 
PSD program. See 61 FR 1880, 1882 (Jan. 24, 1996) 
(The EPA’s proposed disapproval of Virginia’s PSD 
program SIP revision due to State law standing 
requirements that limited judicial review); 72 FR 
72617, 72619 (December 21, 2007) (in approving 
South Dakota’s PSD program, the EPA stated: ‘We 
interpret the statute and regulations to require at 
minimum an opportunity for state judicial review 
of PSD permits’).” 77 FR 65307. 

10 Clarification Letter from Mr. Richard A. Hyde, 
P.E., Executive Director, TCEQ to Mr. Ron Curry, 
Regional Administrator, EPA Region 6 (May 30, 
2014) |hereinafter “Judicial Review Clarification 
Letter’’]. This letter is available in the docket for 
this rulemaking. 

11 Tex, Air Control Bd. v. Travis Cnty, 502 SW.2d 
213, 215 (Tex. Civ. App.—Austin 1973, no writ); see 
also, Sproles Motor Freight Line, Inc. v. Smith, 130 
SW.2d 1087, 1088 (Tex. Civ. App.—Austin 1939, 
writ ref d). 





process under Texas law differs from 
the administrative and judicial review 
processes available for PSD permit 
decisions under 40 CFR part 124 
(opportunity to petition for 
administrative review by the EPA’s 
Environmental Appeals Board (EAB)) 
and Section 307(b) of the CAA 
(opportunity to seek review before a 
federal Circuit Court of Appeals) when 
the EPA or a delegated agency under 40 
CFR 52.21 is the PSD permit issuer. 
However, the CAA does not require that 
the process for judicial review of the 
grant or denial of a PSD permit issued 
under a SIP approved PSD program be 
identical to that provided when the EPA 
or a delegated agency is the PSD permit 
issuer under 40 CFR 52.21. 77 FR 65305 
at 65307 (Oct. 26, 2012). No revisions 
were made to the final SIP approval rule 
as a result of this comment. 

Comment 14: Sierra Club also 
commented that the availability of 
judicial review for PSD permits is too 
limited because the TCEQ restricts 
standing requirements to “affected 
persons’’, which the commenter alleges 
is more restrictive than Article III 
standing under the U.S. Constitution.12 
Sierra Club is also concerned that Texas 
will assert that no person has standing 
to challenge a GHG PSD permit because 
the TCEQ does not believe that anyone 
is affected by GHG emissions. Sierra 
Club asks the EPA to require the TCEQ 
to amend its regulations to clarify that 
persons who participate in or comment 
on the permitting process will have 
standing to seek review of a final permit 
decision in court. 

Response 14: The Texas permitting 
program adequately provides access to 
judicial review as required under Title 
1 of the CAA for PSD. The EPA believes 
that Congress intended such 
opportunity for state judicial review of 
PSD permit actions to be available to 
permit applicants and at least those 
members of the public who participated 
in the public comment process and can 
satisfy threshold standing requirements 
under Article III of the Constitution. 61 
FR at 1882. The Texas permitting 
program enables any member of the 
public who participated in the public 
comment process on a GHG PSD permit 
and who meets the threshold standing 


12 Sierra Club states that the requirement to 
demonstrate that a member of the public is an 
“affected person” has been prohibitively onerous in 
past the TCEQ proceedings under the contested 
case hearing process. See e.g., Rawls v. Texas 
Comm'n on Envtl. Quality, 11-05-00368CV, 2007 
WL 1849096 (Tex. App. June 28, 2007); Friends of 
Canyon Lake, Inc. v. Guadalupe-Blanco River 
Auth., 96 SW.3d 519, 527 (Tex. App. 2002); and 
Sierra Club and Public Citizen v. TCEQ, District 
Court of Travis County, Texas, Case No. D-1-—GN- 
13—000678. 
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requirements of Article III of the 
Constitution to obtain judicial review of 
the permit in the State’s court system 
after exhausting the administrative 
remedies, either through a Motion to 
Overturn or Motion for Rehearing. 38 
Tex. Reg. 7845, at 7854 (Nov. 8, 2013). 
The definition of ‘‘affected person’’ that 
commenter refers to applies to the 
contested case hearing process. See 30 
TAC 53.3, Judicial Review Clarification 
Letter, pages 1-2. As discussed above, 
the contested case hearing process does 
not apply to Texas’ GHG PSD permitting 
program. Access to judicial review for 
GHG PSD permits issued by the TCEQ 

is governed by THSC § 382.032, and 
standing for judicial review of such 
permits is commensurate with Article III 
of the Constitution. 38 Tex. Reg. at 
7849.13 Therefore, Texas’ program meets 
the minimum requirements for judicial 
review required for PSD SIP programs. 
If the EPA discovers evidence to support 
the assertion that the TCEQ’s GHG 
permitting program failed to provide 
adequate access to judicial review as 
federally required under Title I of the 
CAA for PSD, then the EPA could 
address this implementation failure on 

a permit specific basis or by using 
another CAA remedy mechanism. No 
revisions were made to the final SIP 
approval rule as a result of this 
comment. 

Comment 15: Finally, Sierra Club 
states that the TCEQ’s SIP submittal 
should clarify the path to seek judicial 
review to raise GHG PSD claims for 
permits that address both GHG and non- 
GHG emissions. 

Response 15: The TCEQ’s Judicial 
Review Clarification Letter explains the 
administrative and judicial review 
processes for consolidated permit 
applications for GHG and non-GHG 
emissions. If the TCEQ receives a 
request for a contested case hearing on 
a consolidated application, the entire 
application will be forwarded to the 
commissioners for consideration. If the 
commissioners grant a hearing request, 
the application and draft permit will be 
referred to the State Office of 
Administrative Hearings (SOAH) for a 
contested case hearing on issues related 
to the non-GHG portion of the 
application and draft permit. If SOAH 
holds an evidentiary hearing, SOAH 
will then send a Proposal for Decision 
to the commission on the contested 
portion of the application. At that point, 
the commissioners will consider and 


13 THSC section 382.032(a) states that, ‘‘[a] person 
affected by a ruling, order, decision, or other act of 
the commission or of the executive director, if an 
appeal to the commission is not provided, may 
appeal the action by filing a petition in a district 
court of Travis County.” 


take action on the entire consolidated 
application and draft permit, including 
the GHG PSD portion and the non-GHG 
portion. All final actions by the 
commissioners on a consolidated 
application are subject to the motion for 
rehearing requirement. If a motion for 
rehearing is filed and the commissioners 
deny the motion or if it is overruled by 
operation of law, the final order may be 
appealed to a Travis County District 
Court. Judicial Review Clarification 
Letter, pages 2—3. No revisions were 
made to the final SIP approval rule as 

a result of this comment. 


IV. Effective Date of Final Action 


The EPA has determined that this 
final SIP approval action and the 
separate but simultaneous final FIP 
action are effective immediately upon 
publication under the authority of 5 
U.S.C. Section 553(d) of the APA. The 
expedited effective date for this final 
SIP approval action and the separate but 
simultaneous FIP action is authorized 
under both 5 U.S.C. Section 553(d)(1) 
and 553(d)(3) of the APA. Section 
553(d)(1) allows an effective date less 
than 30 days after publication if a 
substantive rule relieves a “restriction.” 
Section 553(d)(3) allows an effective 
date less than 30 days after publication 
‘“‘as otherwise provided by the agency 
for good cause found and published 
with the rule.” The EPA has determined 
that it is appropriate to make both final 
actions effective upon publication 
because the final approval of the 
majority of the Texas GHG PSD SIP and 
the separate but simultaneous removal 
of the majority of the Texas GHG PSD 
FIP will both relieve a permitting 
restriction and there is ‘good cause”’ to 
allow Texas to begin processing PSD 
GHG permit applications that meet the 
appropriate federal PSD requirements 
immediately. Final immediate action 
relieves a restriction by promoting an 
efficient single permitting authority 
process, supports an efficient use of 
EPA and State resources, and creates 
certainty for the regulated community 
and public. It provides Texas with 
undelayed authority to regulate major 
GHG emitting sources, and the EPA and 
the TCEQ have worked closely to ensure 
the State has adequate authority and 
resources to administer the GHG 
permitting program without a 30-day 
delay, which is normally the time 
required for affected parties to adjust 
their behavior and prepare before a final 
rule takes effect. The EPA has 
determined that moving as 
expeditiously as practicable to 
consolidate GHG PSD permitting with 
the TCEQ is consistent with the State’s 
authority and resources to administer 


the GHG PSD permitting program. The 
EPA finds that the above reasons 
support an effective date prior to thirty 
days after the date of publication under 
5 U.S.C. Section 553(d) for both this 
final SIP approval action and the 
separate but simultaneous FIP action by 
establishing good cause for making the 
rule immediately effective and 
demonstrating that the rule relieves a 
restriction. 


V. Final Action 


The EPA finds that the October 5, 
2010, revisions to the Texas SIP that are 
part of this rulemaking are approvable 
because they are in accordance with the 
CAA and the EPA regulations regarding 
SIP development and NSR permitting. 
The EPA finds that the majority of the 
April 16, 2014, revisions to the Texas 
SIP that are part of this rulemaking are 
approvable because they are in 
accordance with the CAA and the EPA 
regulations regarding SIP development 
and GHG regulations, and consistent 
with the Supreme Court’s UARG v. EPA 
ruling. The EPA approves the following 
revisions to the Texas SIP under Section 
110 and Part C of the Act and will revise 
the table at 40 CFR 52.2270(c) 
accordingly: 

e Revisions to 30 TAC Section 
116.111 adopted on September 15, 2010, 
and submitted on October 5, 2010, to 
clarify the application of BACT to all 
PSD permit applications in the Texas 
NSR program; 

e Revisions adopted on March 26, 
2014, and submitted on April 16, 2014, 
necessary to provide the TCEQ the 
authority to regulate GHG emissions 
under the Texas PSD Program: 

Revisions to Public Notice 
requirements at 30 TAC Sections 
39.411(e)(11), (e)(15), (e)(16), (f)(4), 
(f)(8), 39.412(a)-(d), 39.419(e)(1), and 
39.420(e)(4). 

Revisions to the General Air 
Quality Definitions at 30 TAC Sections 
200.1. 

Revisions to the Emission Inventory 
Requirements at 30 TAC Section 101.10. 

Revisions to Emissions Event 
Reporting and Recordkeeping 
Requirements at 30 TAC Section 
101.201. 

Revisions to the Permits by Rule 
Minor NSR program at 30 TAC Sections 
106.2 and 106.4(d). 

Revisions to the Definitions for 
Texas NSR Permitting at 30 TAC 
Section 116.12, including substantive 
revisions to the definition of ‘federally 
regulated new source review pollutant’, 
new definitions of “Carbon dioxide 
equivalent” and ‘“Greenhouse gases’’, 
and non-substantive renumbering and 
updates to correct grammar and 
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formatting of existing SIP-approved 
definitions. 

Revisions to Permit Application 
provisions for Texas NSR Permitting at 
30 TAC Section 116.111(b)(1). 

Revisions to the Texas PSD 
Program at 30 TAC Section 116.160(c) 
that address permitting requirements for 
“anyway” sources. 

New 30 TAC Section 116.164(a) 
introductory paragraph, (a)(1) and (a)(2) 
for anyway GHG PSD requirements. 

New 30 TAC Section 116.169(a) to 
establish the transition process for GHG 
permitting. 

Revisions to the Standard Permit 
Minor NSR program at 30 TAC Sections 
116.610(a)(1) and 116.611(c)(1) and 
(c)(2). 

Revisions to the definition of 
Potential to Emit at 30 TAC Section 
122.122(a), (e)(1), and (e)(2). 

The EPA is severing and taking no 
action at this time on the remainder of 
the October 5, 2010, SIP submittal for 
the adoption and implementation of the 
Texas Minor NSR Qualified Facilities 
Program. The EPA is also taking no 
action at this time on the following 
portions of the April 16, 2014, SIP 
submittal that address “Step 2” 
permitting and were impacted by the 
Supreme Court’s UARG v. EPA decision: 

e Revisions to 30 TAC Section 
106.4(a)(1), (a)(3) and (a)(4) adopted on 
March 26, 2014, and submitted on April 
16, 2014; 

e Substantive revisions to the 
definition of ‘‘major stationary source”’ 
pertaining to ‘“‘non-anyway”’ sources and 
modifications at 30 TAC Section 
116.12(19) adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Substantive revisions to the 
definition of ‘‘major modification” 
pertaining to ‘“‘non-anyway”’ sources and 
modifications at 30 TAC Section 
116.12(20) adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.111(a)(2)(1) adopted on March 26, 
2014, and submitted on April 16, 2014; 

e Revisions to 30 TAC Section 
116.160(a) and (b) adopted on March 26, 
2014, and submitted on April 16, 2014; 

e New 30 TAC Sections 116.164(a)(3), 
(a)(4), (a)(5), and (b) adopted on March 
26, 2014, and submitted on April 16, 
2014; 

e Revisions to 30 TAC Sections 
116.610(b) adopted on March 26, 2014, 
and submitted on April 16, 2014; 

e Revisions to 30 TAC Sections 
116.611(b), 116.611(c)(3), 
116.611(c)(3)(A), and 116.611(c)(3)(B) 
adopted on March 26, 2014, and 
submitted on April 16, 2014; and 

e Revisions to 30 TAC Sections 
122.122(e)(3), (e)(3)(A), and (e)(3)(B) 





adopted on March 26, 2014, and 
submitted on April 16, 2014. 

The EPA is also approving the 
following three letters from the TCEQ 
into the Texas SIP at 40 CFR 52.2270(e): 

e December 2, 2013, Letter from the 
TCEQ that clarifies the TCEQ has the 
authority under the Texas Clean Air Act 
to apply the Texas PSD program to all 
pollutants newly subject to regulation, 
including non-NAAQS pollutants into 


the future; 
e January 13, 2014, Letter from the 


TCEQ that clarifies the TCEQ has the 
general authority to administer EPA 
issued GHG PSD permits and to process 
and issue any and all subsequent PSD 
actions relating to EPA issued GHG PSD 
permits; and 

e May 30, 2014, Letter from the TCEQ 
that clarifies the judicial review process 
for Texas PSD permits. 

As a result ohne final approval of the 
April 16, 2014, revisions to the Texas 
SIP for GHG PSD permitting, the EPA is 
simultaneously rescinding the majority 
of the GHG PSD FIP for Texas at 40 CFR 
52.2305(a), (b), (c), and (d) as discussed 
in the separate but simultaneous final 
action published elsewhere in this issue 
of the Federal Register. 

The EPA also finds under the 
authority of 5 U.S.C. Section 553(d) of 
the APA, to make this final SIP approval 
action and the separate but 
simultaneous final FIP action effective 
upon November 10, 2014. Upon the 
effective date of this final SIP approval 
and the separate but simultaneous FIP 
rescission, the TCEQ will immediately 
resume responsibility for GHG PSD 
permitting, with the exception of the 
three limited circumstances where the 
EPA is retaining GHG PSD permitting 
authority under the FIP, as described in 
the separate but simultaneous FIP 
action. As such, all new GHG PSD 
permit applications will be submitted to 
and processed by the TCEQ. 


VI. Statutory and Executive Order 
Reviews 


Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
Federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, the EPA’s role is to 
approve state choices, provided that 
they meet the criteria of the Clean Air 
Act. Accordingly, this action merely 
approves state law as meeting Federal 
requirements and does not impose 
additional requirements beyond those 
imposed by state law. For that reason, 
this action: 

e Is not a “significant regulatory 
action”’ subject to review by the Office 


of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

e does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

e is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

e does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104-4); 

e does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

e is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

e is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

e is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

e does not provide the EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the SIP is not approved 
to apply on any Indian reservation land 
or in any other area where EPA or an 
Indian tribe has demonstrated that a 
tribe has jurisdiction. In those areas of 
Indian country, the rule does not have 
tribal implications as specified by 
Executive Order 13175 (65 FR 67249, 
November 9, 2000), nor will it impose 
substantial direct costs on tribal 
governments or preempt tribal law. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. Section 808 allows 
the issuing agency to make any rule 
effective “at such time as the Federal 
agency promulgating the rule 
determines”’ if the agency makes a 
“good cause” finding that notice and 
public procedure is impracticable, 
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unnecessary or contrary to the public 
interest. This determination must be 
supported by a brief statement. 5. U.S.C. 
808(2). As stated previously, the EPA 
has made such a “good cause’”’ finding, 
including the reasons therefore, and 
established an effective date of 
November 10, 2014. The EPA submitted 
a report containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. This action is not 
a “major rule” as defined by 5 U.S.C. 
804(2). This rule will be effective 
November 10, 2014. 

Under Section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by January 9, 2015. 
Filing a petition for reconsideration by 
the Administrator of this final rule does 
not affect the finality of this action for 
the purposed judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 


such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. (See Section 
307(b)(2) of the CAA.) 


List of Subjects in 40 CFR Part 52 


Environmental protection, Air 
pollution control, Carbon monoxide, 
Incorporation by reference, 
Intergovernmental relations, Lead, 
Nitrogen dioxide, Ozone, Particulate 
matter, Reporting and recordkeeping 
requirements, Sulfur oxides, Volatile 
organic compounds. 

Dated: October 22, 2014. 

Ron Curry, 
Regional Administrator. 


For the reasons stated in the 
preamble, the Environmental Protection 
Agency amends 40 CFR Part 52 as 
follows: 


PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 


w 1. The authority citation for part 52 
continues to read as follows: 


Authority: 42 U.S.C. 7401 et seq. 
Subpart SS—Texas 


mw 2.In §52.2270: 
w a. The table in paragraph (c) entitled 
“EPA Approved Regulations in the 
Texas SIP” is amended by revising the 
entries for Sections 39.411, 39.419, 
39.420, 101.1, 101.10, 101.201, 106.2, 
106.4, 116.12, 116.111, 116.160, 
116.610, 116.611, 122.122 and adding 
new entries in sequential order for 
Sections 39.412, 116.164, and 116.169; 
and 
w b. The table in paragraph (e) entitled 
“EPA Approved Nonregulatory 
Provisions and Quasi-Regulatory 
Measures in the Texas SIP” is amended 
by adding entries at the end of the table 
for clarification letters dated December 
2, 2013, January 13, 2014, and May 30, 
2014. 

The revisions and additions read as 
follows: 


§ 52.2270 Identification of plan. 
* * * * * 
(c) *& © a 


EPA-APPROVED REGULATIONS IN THE TEXAS SIP 


State citation Title/Subject 


State ap- 
proval/sub- 
mittal date 


EPA Approval date 


Explanation 





Chapter 39—Public Notice 


Subchapter H—Applicability and General Provisions 


* * 


Section 39.411 ...... 


Section 39.412 ...... 


Applications. 


* * 


Section 39.419 ...... 


Section 39.420 ...... 


ments and Decisions. 


* * 


Text of Public Notice ...... 


Combined Notice for Certain 
Greenhouse Gases Permit 


Notice of Application and Pre- 
liminary Determination. 


Transmittal of the Executive 
Director's Response to Com- 








* * * 


gins]. 


number where document be- 


* * 


lpi’ 3/26/2014 11/10/2014 [Insert FR page SIP includes 39.411(a), 39.411(e)(1)- 
number where document be- (4)(A)(i) and (iii), (4)(B), (e)(5)(A), 
gins). (e)(5)(B), (e)(6)-(10),  (e)(11)(A)(i), 
(e)(11)(A)(iii), (e)(11)(A)(iv), 
(e)(11)(B)-(F), — (e)(13), — (e)(15), 
(e)(16), (f)(1)-(8), (g), and (h). 
3/26/2014 11/10/2014 [Insert FR page 
number where document be- 
gins]. 
3/26/2014 11/10/2014 [Insert FR page SIP includes 39.419(e) (e)(1) and 
number where document be- (e)(2). 
gins]. 
3/26/2014 11/10/2014 [Insert FR page SIP includes 39.420(c)(1)(A)—(D)(i)(I) 


and (D)(i)(II), (D)(ii), (c)(2), and (d)- 
(e). 








Section 101.1 ........ 


Chapter 101—General Air Quality Rules 








Subchapter A—General Rules 


3/26/2014 11/10/2014 


[Insert FR page 


number where document be- 


gins]. 
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EPA-APPROVED REGULATIONS IN THE TEXAS SIP—Continued 





State ap- 
State citation Title/Subject proval/sub- EPA Approval date Explanation 
mittal date 
Section 101.10 ...... Emissions Inventory Require- 3/26/2014 11/10/2014 [Insert FR page 
ments. number where document be- 


gins]. 





Subchapter F—Emissions Events and Scheduled Maintenance, Startup, and Shutdown Activities 


Division 1—Emissions Events 





Section 101.201 .... Emissions Event Reporting 3/26/2014 11/10/2014 [Insert FR page 101.201(h) is not in the SIP. 
and Recordkeeping Require- number where document be- 
ments. gins]. 





Chapter 106—Permits by Rule 





Subchapter A—General Requirements 





* * 


Section 106.2 ........ POO cs castes taccscesazaccecceses 3/26/2014 11/10/2014 [Insert FR page 
number where document be- 
gins]. 
Section 106.4 ........ Requirements for Permitting by 3/26/2014 11/10/2014 [Insert FR page The SIP approved provisions at 30 
Rule. number where document be- TAC Section 106.4(a)(1), (a)(3), and 
gins]. (a)(4) are those adopted by the 


State as of 4/20/2011. 


* * 





Chapter 116 (Reg 6)—Control of Air Pollution by Permits for New Construction or Modification 


Subchapter A—Definitions 





* * * * * * * 


Section 116.12 ...... Nonattainment and Prevention 3/26/2014 11/10/2014 [Insert FR page The SIP does NOT include the sub- 
of Significant Deterioration number where document be- stantive revisions to the definitions 
Review Definitions. gins]. of “major stationary source” at 30 


TAC Section 116.12(19) or “major 
modification’ at 30 TAC Section 
116.12(20) pertaining to “Step 2” or 
“non-anyway” GHG sources. 

The SIP includes the TCEQ’s letter 
dated 5/3/2012, which explains and 
clarifies the TCEQ’s interpretation of 
the definition of “plant-wide applica- 
bility limit” in 30 TAC Section 











116.12(24). 
Subchapter B—New Source Review Permits 
Division 1—Permit Application 
Section 116.111 ..... General Application .............. 3/26/2014 11/10/2014 [Insert FR page 30 TAC Section 116.111(a)(2)(I) is 
number where document be- SIP-approved as adopted by the 
gins]. State as of 8/21/2002. 


The SIP does NOT include 30 TAC 
Section 116.11 1(a)(2)(K). 
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State citation 








EPA-APPROVED REGULATIONS IN THE TEXAS SIP—Continued 


State ap- 
proval/sub- 
mittal date 


Title/Subject EPA Approval date 


* * * * 


Explanation 





Division 6—Prevention of Significant Deterioration Review 











Section 116.160 .... 


* 


Section 116.164 .... 


Section 116.169 .... 


The PSD SIP includes 30 TAC Section 
116.160(a) and (b) as adopted by 
the State as of 6/2/2010. 

The PSD SIP includes a letter from 
the TCEQ dated December 2, 2013, 
committing that Texas will follow a 
SIP amendment process to apply its 
PSD SIP to additional pollutants that 
are regulated in the future, including 
non-NAAQS pollutants. 

The PSD SIP includes a letter from 
the TCEQ dated May 30, 2014, 
clarifying the judicial review process 
for the Texas PSD permit program. 


* * 


The PSD SIP does NOT include 30 
TAC Sections 116.164(a)(3), (a)(4), 
(a)(5), and (b). 

The PSD SIP does NOT include 30 
TAC Section 116.169(b). 

The PSD SIP includes a letter from 
the TCEQ dated January 13, 2014, 
regarding the TCEQ’s authority to 
administer EPA-issued GHG PSD 
permits. 


* * 








* 


Section 116.610 .... 


Section 116.611 .... 


Prevention of Significant Dete- 3/26/2014 11/10/2014 [Insert FR page 
rioration Requirements. number where document be- 

gins]. 

Prevention of Significant Dete- 3/26/2014 11/10/2014 [Insert FR page 
rioration Applicability for number where document be- 
Greenhouse Gases Sources. gins]. 

Greenhouse Gases Program 3/26/2014 11/10/2014 [Insert FR page 
Transitions. number where document be- 

gins]. 
Subchapter F—Standard Permits 
APBICADIIY: s.sss.ccsseconssaseesaceonsers 3/26/2014 11/10/2014 [Insert FR page 
number where document be- 
gins]. 
Registration to Use a Standard 3/26/2014 11/10/2014 [Insert FR page 


number where document be- 
gins]. 


Permit. 


* * * * 


* * 


30 TAC Section 116.610(b) is SIP-ap- 
proved as adopted by the State as 
of 11/20/2002. 

The SIP does NOT include 30 TAC 
Section 116.610(d). 

30 TAC Section 116.611(b) is SIP-ap- 
proved as adopted by the State as 
of 11/20/2002. 

The SIP does NOT include 30 TAC 
Section 116.611(c)(3), (c)(3)(A), and 


(c)(3)(B). 


* * 





Chapter 122—Federal Operating Permits 











Subchapter B—Permit Requirements 





Division 2—Applicability 





Section 122.122 .... 


11/10/2014 
[Insert FR page number where 
document begins]. 


Potential to Emit 3/26/2014 


* (e) x * * 


The SIP does NOT include 30 TAC 


Section 122.122(e)(3), (e)(3)(A), or 
(e)(3)(B). 
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EPA-APPROVED NONREGULATORY PROVISIONS AND QUASI-REGULATORY MEASURES IN THE TEXAS SIP 


Applicable 


Name of SIP provisions 
area 





* * 


Commitment Letter from the 
TCEQ regarding regulation of 
PSD pollutants into the future. 


Statewide 


Clarification Letter from the TCEQ Statewide 
regarding authority to admin- 
ister EPA issued GHG PSD 


permits. 


Clarification Letter from the TCEQ Statewide 
regarding Judicial Review for 


PSD Permits. 


w 3. Section 52.2303 is amended by 
adding paragraph (a)(1)(xi) to read as 
follows. 


§ 52.2303 Significant deterioration of air 
quality. 

(a) * *k * 

(1) * * * 

(xi) November 10, 2014 (as revised by 
the Texas Commission on 
Environmental Quality on March 24, 
2014, and submitted on April 16, 2014, 
and further clarified in letters dated 
December 2, 2013, January 13, 2014, and 
May 30, 2014) to address PSD 
permitting requirements of GHG 
emissions for major sources and 
modifications required to obtain PSD 
permits because of emissions of 
pollutants other than GHGs 
promulgated by EPA on June 3, 2010. 

* * * * * 
[FR Doc. 2014—26314 Filed 11—7—14; 8:45 am] 
BILLING CODE 6560-50-P 





ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA-R06-OAR-2013-0808; FRL-9912-50- 
OAR] 


Approval and Promulgation of Air 
Quality Implementation Plans; 
Withdrawal of Federal Implementation 
Plan; Texas; Prevention of Significant 
Deterioration; Greenhouse Gas 
Tailoring Rule Revisions 


AGENCY: Environmental Protection 
Agency. 
ACTION: Final rule. 





geographic or 
nonattainment 


State submittal/ 
effective date 


* * * 


December 2, 2018 ... 


begins]. 


January 13, 2014 .... 


begins]. 


begins]. 


SUMMARY: The Environmental Protection 
Agency (EPA) is taking final action to 
rescind a Federal Implementation Plan 
(FIP) for Texas for greenhouse gas (GHG) 
Prevention of Significant Deterioration 
(PSD) permitting, with three limited 
circumstances for retained federal 
permitting authority. We are removing 
the majority of the GHG PSD FIP 
because in a separate but simultaneous 
action being published elsewhere in this 
issue of the Federal Register, we are 
finalizing approval of the majority of 
revisions to the Texas State 
Implementation Plan (SIP) submitted by 
the Texas Commission on 
Environmental Quality (TCEQ) to the 
EPA on October 5, 2010, and April 16, 
2014, that address the state’s authority 
to regulate GHGs and establish an 
approvable GHG PSD permitting 
program. The EPA is finalizing this 
action under Section 110 and Part C of 
the Clean Air Act (CAA). 


DATES: This final rule is effective on 
November 10, 2014. 


ADDRESSES: The EPA has established a 
docket for this action under Docket ID 
No. EPA—RO6—OAR-—2013-0808. All 
documents in the docket are listed on 
the http://www.regulations.gov Web 
site. Although listed in the index, some 
information is not publicly available, 
e.g., Confidential Business Information 
or other information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either 
electronically through http:// 
www.regulations.gov or in hard copy at 


EPA approval date 


11/10/2014 [Insert 
FR page number 
where document 


11/10/2014 [Insert 
FR page number 
where document 


11/10/2014 [Insert 
FR page number 
where document 


Comments 


* * 


Clarifies that the TCEQ has the authority 
under the Texas Clean Air Act to apply 
the Texas PSD program to all pollutants 
newly subject to regulation, including 
non-NAAQS pollutants into the future. 

Clarifies that the TCEQ has the general 
authority to administer EPA issued 
GHG PSD permits. Also clarifies that 
the TCEQ has authority to process and 
issue any and all subsequent PSD ac- 
tions relating to EPA issued GHG PSD 
permits. 

Clarifies the judicial review process for 
Texas PSD permits. 


the Air Planning Section (6PD-L), 
Environmental Protection Agency, 1445 
Ross Avenue, Suite 700, Dallas, Texas 
75202-2733. Contact the person listed 
in the FOR FURTHER INFORMATION 
CONTACT paragraph below to make an 
appointment. 


FOR FURTHER INFORMATION CONTACT: 
Adina Wiley, Air Permits Section (6PD- 
R), telephone (214) 665-2115, email 
wiley.adina@epa.gov. 


SUPPLEMENTARY INFORMATION: 
Throughout this document wherever 
‘we,’ “us,” or ‘our’ is used, we mean 


the EPA. 
Table of Contents 


I. Background 
Il. Recent UARG v. EPA U.S. Supreme Court 
Decision 
A. Overview of the Decision and 
Implications for this Action 
B. Changes to the Transition Process as a 
Result of the UARG v. EPA Decision 
lll. Response to Comments 
IV. Effective Date of Final Action 
V. Final Action 
VI. Statutory and Executive Order Reviews 
A. Executive Order 12866: Regulatory 
Planning and Review and Executive 
Order 13563: Improving Regulation and 
Regulatory Review 
B. Paperwork Reduction Act 
C. Regulatory Flexibility Act (RFA) 
D. Unfunded Mandates Reform Act 
(UMRA) 
E. Executive Order 13132: Federalism 
F’. Executive Order 13175: Consultation 
and Coordination with Indian Tribal 
Governments 
G. Executive Order 13045: Protection of 
Children from Environmental Health 
Risks and Safety Risks 
H. Executive Order 13211: Actions 
Concerning Regulations That 
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Significantly Affect Energy Supply, 
Distribution, or Use 

I. National Technology Transfer and 
Advancement Act 

J. Executive Order 12898: Federal Actions 
to Address Environmental Justice in 
Minority Populations and Low-Income 
Populations 

K. Congressional Review Act (CRA) 

L. Petitions for Judicial Review 


I. Background 


The background for today’s final 
action to rescind the Texas GHG PSD 
FIP, but for three limited circumstances, 
and the background for the separate but 
simultaneous final action also being 
published today to approve the majority 
of revisions to the Texas SIP, are 
discussed in detail in our February 18, 
2014, proposal (79 FR 9123). In that 
document, we proposed to approve 
portions of two revisions to the Texas 
SIP submitted by the TCEQ on October 
5, 2010, and December 2, 2013. The 
December 2, 2013, submittal was a 
request for parallel processing of 
revisions proposed by the TCEQ on 
October 23, 2013. Our February 18, 
2014, proposed approval and 
accompanying Technical Support 
Document provide the EPA’s evaluation 
of the October 5, 2010, and December 2, 
2013, revisions to the Texas SIP that 
would provide for the regulation of GHG 
emissions in the Texas PSD program 
and clarify the applicability of BACT for 
all PSD permit applications. We 
preliminarily determined that the 
revisions were consistent with the CAA 
and the EPA’s regulations and guidance 
for the permitting of GHG emissions in 
the PSD program. Therefore, we 
proposed approval of the SIP revisions 
and simultaneously proposed to rescind 
the GHG PSD Federal Implementation 
Plan (FIP) for Texas with the exception 
of the three limited circumstances for 
retained federal permitting authority. 

The December 2, 2013, submittal was 
a request for parallel processing; 
meaning that the EPA proposed a 
rulemaking action on a proposed SIP 
revision concurrently with the State’s 
public review process. As discussed in 
our separate but simultaneous final 
approval action on the Texas SIP 
revisions published elsewhere in this 
issue of the Federal Register, the EPA 
evaluated the April 16, 2014, final Texas 
SIP submittal and determined that the 
changes made by the TCEQ at adoption 
are not material changes to the 
regulations that we proposed to 
approve; and therefore do not alter our 
rationale presented in the February 18, 
2014 proposed approval. By extension, 
the underlying rationale for the 
proposed rescission of the majority of 
the Texas GHG PSD FIP remains 


unchanged from proposal. However, as 
discussed in Section II of this final FIP 
rescission and the separate but 
simultaneous final SIP approval, the 
EPA is not acting on certain sections of 
the April 16, 2014, submittal that are no 
longer necessary after the recent United 
States Supreme Court decision, VARG 
v. EPA. 

In this action, the EPA is finalizing 
only the rescission of the majority of the 
Texas GHG PSD FIP. We are also 
finalizing in a separate but simultaneous 
action published elsewhere in this issue 
of the Federal Register the approval of 
the majority of the above referenced 
revisions to the Texas PSD SIP. 
Therefore, as of the effective date of this 
final action, the TCEQ becomes the 
primary permitting authority for GHGs, 
except in the three limited 
circumstances described this final 
action. As explained in our separate but 
simultaneous final SIP action, we 
explain in the final notice the recent 
United States Supreme Court decision, 
Utility Air Regulatory Group (UARG) v. 
Environmental Protection Agency (EPA) 
(No. 12-1146). We discuss in that notice 
that we are finalizing the majority of the 
proposed approval of the Texas SIP 
revisions but are not acting on certain 
sections of the submittal that appear no 
longer necessary after the decision. 
Please see that notice for further 
discussion. 


II. Recent UARG v. EPA U.S. Supreme 
Court Decision 


A. Overview of the Decision and 
Implications for This Action 


On June 23, 2014, the United States 
Supreme Court issued a decision 
addressing the application of stationary 
source permitting requirements to GHGs 
in Utility Air Regulatory Group (UARG) 
v. Environmental Protection Agency 
(EPA) (No. 12-1146). The Supreme 
Court held that the EPA may not treat 
GHGs as an air pollutant for purposes of 
determining whether a source is a major 
source required to obtain a PSD permit, 
but that the EPA could continue to 
require that PSD permits, otherwise 
required based on a source’s emissions 
of conventional pollutants (“anyway”’ 
sources), contain limitations on GHG 
emissions based on the application of 
the BACT. 

The Supreme Court reversed in part 
and affirmed in part the decision of the 
D.C. Circuit Court that upheld several 
EPA actions addressing PSD permitting 
requirements for greenhouse gases 
including the Tailoring Rule.? Although 


1 See “Prevention of Significant Deterioration and 
Title V Greenhouse Gas Tailoring Rule; Final Rule.” 
75 FR 31514 June 3, 2010. See also our February 


the Supreme Court concluded that “EPA 
exceeded its statutory authority when it 
interpreted the Clean Air Act to require 
PSD and Title V permitting for 
stationary sources based on their 
greenhouse gas emissions,”’ 134 S.Ct. at 
2449, it did not specifically identify 
particular provisions of the EPA 
regulations it was striking down. Thus, 
pending further action by the United 
States Court of Appeals for the District 
of Columbia Circuit (the D.C. Circuit) 
and EPA action to revise the regulations 
in accordance with a more specific 
remedy ordered by the D.C. Circuit, the 
provisions of 40 CFR 51.166 that 
provide criteria for EPA approval of 
state PSD permit programs remain in the 
Code of Federal Regulations. This 
includes 40 CFR 51.166(b)(48)(v), which 
addresses permitting of ‘‘Step 2” 
sources that emit greenhouse gases in 
excess of 100,000 tons per year and no 
other pollutants over the major source 
thresholds. In light of UARG, the EPA is 
not requiring PSD permits, either 
directly or through state implementation 
plans for sources emitting greenhouse 
gases at any level unless a source emits 
a regulated pollutant other than 
greenhouse gases above the statutory 
major source thresholds. That means 
that the EPA will not apply or enforce 
regulations that would require states to 
include in their SIPs a requirement that 
“Step 2” sources obtain PSD permits. 
Thus, despite the fact that 40 CFR 
51.166(b)(48)(v) remains in the Code of 
Federal Regulations at this time, in light 
of the Supreme Court’s decision the 
EPA is not taking action on the 
provisions of the Texas SIP that would 
require a stationary source to obtain a 
PSD permit if GHGs are the only 
pollutant (i) that the source emits or has 
the potential to emit above the major 
source thresholds, or (ii) for which there 
is a significant emissions increase and a 
significant net emissions increase from 
a modification. 

The Supreme Court also affirmed the 
lower court’s decision that the BACT 
requirement applies to GHG emissions 
from new and modified sources that 
trigger PSD permitting obligations on 
the basis of their emissions of air 
pollutants other than GHG (also known 
as ‘‘Step 1” or “anyway” sources). The 
Court concluded that ‘EPA may 
continue to treat greenhouse gases as a 
‘pollutant subject to regulation under 
[the Clean Air Act]’ for purposes of 
requiring BACT for ‘anyway’ sources.”’ 
134 S.Ct. at 2449. Accordingly, the PSD 
BACT requirement continues to apply to 
greenhouse gas emissions from any new 


18, 2014, Proposal (79 FR 9123) for a full 
background discussion. 
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or modified source that is otherwise 
subject to PSD requirements as a result 
of its emissions of a criteria pollutant 
(i.e. to an “anyway” source), and EPA 
will continue to implement existing 
regulations that limit application of the 
statutory BACT requirement to 
greenhouse gases where the 
construction project to be completed 
would emit at or above a level of 75,000 
tpy of COze as provided in 40 CFR 
51.166(b)(48)(iv). 

The EPA and D.C. Circuit have long 
recognized, and the D.C. Circuit's 
decision affirmed by the Supreme Court 
further confirmed, that PSD 
requirements apply to emissions of PSD 
pollutants “by automatic operation of” 
the Clean Air Act. Coalition for 
Responsible Regulation v. EPA, 684 F.3f 
102, 115 (D.C. Cir. 2012). The Supreme 
Court rejected ‘“‘a greenhouse-gas- 
inclusive interpretation of the PSD and 
Title V triggers,’ because the CAA does 
not allow the Agency to “treat 
greenhouse gases as a pollutant for 
purposes of defining a ‘major emitting 
facility’ (or a ‘modification’ thereof) in 
the PSD context.” 134 S.Ct. at 2442, 
2449. But the Court did not question the 
longstanding interpretation of the EPA 
and the D.C. Circuit court that the CAA 
PSD permitting requirements 
automatically apply to major source 
emissions of pollutants that are “subject 
to regulation” under the Act. 134 S.Ct. 
at 2442 n. 6. See also UARG, 134 S.Ct. 
at 2435 (“‘it is unlawful to construct or 
modify a ‘major emitting facility’ in ‘any 
area to which [the PSD program] 
applies’ without first obtaining a 
permit.’’). To the contrary, VARG 
affirmed the portion of the D.C. Circuit’s 
decision holding that the BACT 
requirement clearly applies to 
greenhouse gas emissions from 
“anyway” sources and that such PSD 
requirements apply to sources 
automatically by operation of the Clean 
Air Act. Accordingly, the EPA does not 
interpret UARG to alter the settled 
understanding that the BACT 
requirement automatically applies to a 
pollutant (including greenhouse gases) 
once it becomes subject to regulation 
under the Clean Air Act. Thus, 
consistent with the Supreme Court’s 
holding that EPA can “continue to”’ 
require compliance with the BACT 
requirement in the Clean Air Act, 134 
S.Ct. 2449, the EPA will continue to 
apply the BACT requirement to 
greenhouse gases under its existing 
regulations applicable to EPA’s review 
of state implementation plans, including 
40 CFR 51.166(j), 40 CFR 51.166(b)(12), 
40 CFR 51.166(b)(49), and 40 CFR 
51.166(b)(48)(i)—(iv). 


The Supreme Court noted that the 
EPA could exercise its discretion to 
limit application of BACT to sources 
with the potential to emit greenhouse 
gases above a de minimis threshold, but 
that if EPA wished to do so, it would 
need to justify such threshold for 
application of BACT to GHGs on proper 
grounds. The Court observed that when 
EPA established the existing 75,000 tpy 
threshold the Agency did not 
characterize it as a de minimis level. 134 
S.Ct. at 2449. Rather, that threshold 
represents a level that EPA determined 
to be both administratively feasible for 
permitting authorities to implement and 
reasonable for sources to comply with. 
75 FR 31514, 31560 (June 3, 2010). EPA 
is considering additional action to 
establish a de minimis threshold for 
application of the BACT requirement to 
GHGs. Pending additional action by 
EPA addressing the threshold for 
application of the BACT requirement to 
greenhouse gases, the Agency will 
continue to apply the existing 
regulations that require a state PSD 
program to apply the PSD BACT 
requirement to GHG emissions from 
“anyway’’ sources that emit or have the 
potential to emit 75,000 tons per year 
tpy or more of GHG on a carbon dioxide 
(CO2e) basis. With respect to modified 
“anyway” sources, the EPA is presently 
reading its regulations to require that 
state PSD programs apply the PSD 
BACT requirements to GHG if both of 
the following circumstances are present: 
(1) The modification is otherwise 
subject to PSD for a pollutant other than 
GHG; (2) the modification results in a 
GHG emissions increase and a net GHG 
emissions increase equal to or greater 
than 75,000 tpy COze and greater than 
zero on a mass basis. 

Based on information submitted by 
TCEQ, EPA concluded in its Notice of 
Proposed Rulemaking that TCEQ had 
provided sufficient assurance that it has 
the legal authority, personnel, and 
funding to implement PSD permitting 
requirements for greenhouse gases. 
Following the UARG decision, the State 
of Texas has argued in litigation before 
the D.C. Circuit that GHGs are not 
presently subject to regulation under the 
PSD program and that EPA must 
conduct additional rulemaking to 
establish a de minimis level before the 
BACT requirement can be applied to 
greenhouse gas emissions in PSD 
permits required for construction at 
anyway sources. Nevertheless, the 
TCEQ has communicated to the EPA 
that it ‘continues to pursue EPA 
approval of [its] SIP submittal. . . so 
our agency has the full authority to 
implement the greenhouse gas 


permitting program in Texas.” * The 
State has further stated that 
“(rlegardless of litigation positions, we 
are currently advocating and might 
pursue in the future, we think it is 
necessary for TCEQ to assume this 
permitting role and issue PSD permits 
for greenhouse gas emissions.’’ Based on 
information supplied by TCEQ before 
the proposed rule and this additional 
assurance, EPA concludes that Texas 
intends to implement the PSD 
permitting requirements for greenhouse 
gases consistent with EPA’s 
understanding of those requirements, as 
articulated above, and that TCEQ 
continues to have sufficient legal 
authority to do so. Furthermore, TCEQ 
has provided sufficient assurance that it 
will commit the personnel and funding 
necessary to issue PSD permits 
addressing greenhouse gases, 
notwithstanding the State’s ongoing 
efforts to persuade the court that such 
permits are not required under the 
Clean Air Act until EPA conducts 
further rulemaking. EPA’s rescission of 
the majority of the FIP and its approval 
of the majority of the Texas GHG SIP are 
predicated on the understanding that 
the State of Texas will implement the 
PSD program requirements for 
greenhouse gases in accordance with 
TCEQ’s representations. 

In sum, therefore, the EPA is taking 
no action on the portion of the Texas 
SIP submittal requiring sources to 
obtain PSD permits based solely on their 
emissions of GHGs, but is otherwise 
finalizing its rescission of the majority 
of the FIP and its approval of the 
majority of the Texas SIP submittals as 
discussed in the separate final SIP 
action published elsewhere in this issue 
of the Federal Register. 


B. Changes to the Transition Process as 
a Result of the UARG v. EPA Decision 


The EPA must also consider how the 
July 23, 2014, Supreme Court decision 
in UARG v. EPA will impact our final 
FIP rescission and simultaneous SIP 
actions. In our February 18, 2014, 
proposed rulemaking we identified the 
following three possible circumstances 
for retaining federal GHG PSD 
permitting authority: (1) The EPA would 
retain permitting authority for any 
pending permit application where the 
permit applicant submitted a written 
request to remain with EPA for permit 
issuance, (2) the EPA would retain 
permitting authority for any pending 
permit applications where the permit 


2On October 1, 2014, the TCEQ sent EPA Region 
6 a clarification letter in light of the UARG v. EPA 
decision. That letter is also posted in the public 
docket to this rulemaking. 
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applicant did not submit a written 
request regarding permit authority and 
the EPA had made a proposed 
determination through a public-noticed 
draft permit upon the signature date of 
the EPA’s rescission of the GHG PSD 
FIP, and (3) the EPA would retain 
permitting authority over any permit 
that was issued but had not yet 
completed the administrative and 
judicial review process. In conjunction 
with our February 18, 2014, proposal we 
issued the “Transition Process for 
Pending GHG PSD Permit Applications 
and Issued GHG PSD Permits Upon 
Rescission of the GHG PSD FIP” (the 
Transition Process). As specified in this 
Transition Process, the EPA sent letters 
to each existing pending permit 
applicant requesting a written response 
by May 15, 2014, regarding whether 
EPA should retain responsibility for 
processing the permitting application or 
transfer it to the TCEQ. We received 
such a response by the May 15, 2014 
deadline from all of the initial GHG PSD 
permit applicants. 


Since the time of our proposed 
rulemaking, we have received 
additional GHG PSD permit 
applications. For the purposes of the 
Transition Process and our final action 
today rescinding the Texas GHG PSD 
FIP, these GHG permit applicants would 
be considered pending permit 
applications. According to our February 
18, 2014, proposed action, the EPA 
would retain authority over any of these 
permit applications where we had not 
proposed a draft permit at the time of 
final signature on the FIP rescission. 
However, because of the Supreme 
Court’s UARG v. EPA, this has created 
some delay in the issuance of a final 
action on the proposed Texas SIP 
approval and FIP rescission. As such, 
these pending permit applicants were 
not afforded the same opportunity to 
communicate with the EPA that was 
provided to the other permit 
applications, submitted to the EPA, at 
the time of our February 18, 2014, 
proposed approval. We believe it is 
appropriate to modify our retained FIP 
authorities such that the EPA will retain 
permitting authority for any pending 
permit application submitted after our 
February 18, 2014, proposal that did not 
respond in writing to the EPA by May 
15, 2014, regardless of whether the EPA 
has published public notice of a 
proposed permit. We will retain the 
permitting authority and proceed with 
our evaluation and processing of the 
permit application until the applicant 
submits a written request to be 
transferred to the TCEQ, withdraws its 


application, or the EPA issues a final 
and effective permit. 

In this circumstance, the EPA will 
consider a request for transfer to be a 
withdrawal of the application that 
removes the application from review 
and further action by EPA Region 6. As 
discussed in our February 18, 2014, 
proposed rulemaking, the EPA’s 
permitting authority “will cease upon 
an applicant’s written request to the 
EPA withdrawing the pending permit 
application before a final determination 
is made.” See 79 FR 9123, 9133. For 
those applications transferred to the 
TCEQ for which the EPA has not 
proposed a draft permit, the Texas SIP- 
approved public notice process will 
involve two opportunities for public 
comment under 30 TAC Sections 39.418 
and 39.419 for the Notice of Receipt of 
Application and Intent to Obtain Permit 
(NORI) and the Notice of Application 
and Preliminary Decision (NAPD). In 
the instances where a permit applicant 
requests that EPA transfer the permit 
application to the TCEQ and Region 6 
has already public noticed a draft 
permit, an additional public notice will 
be necessary to initiate and complete 
the permitting process in accordance 
with the process required under Texas 
procedures approved in the SIP. If the 
EPA has received any public comments 
on its draft permit, the EPA intends to 
contact each commenter to advise them 
to resubmit comments to the TCEQ 
pursuant to 30 TAC Sections 39.412 and 
55.152. 

The EPA’s Region 6 will consider 
such a request to transfer a permit 
application until the time that Region 6 
issues a final permit decision under 40 
CFR 124.15(b) of the EPA’s regulations. 
After this point in the permitting 
process, interested parties who 
commented on the draft permit will 
have 30 days to request an 
administrative appeal of the permit 
before the EPA Environmental Appeals 
Board (EAB) under 40 CFR 124.19. 
During this 30 day period, the EPA will 
retain authority over the permit and will 
no longer consider any requests to 
transfer a permit application. If no party 
petitions the EAB for review, the permit 
will become final and effective under 40 
CFR 124.15(b). At this point, Region 6 
will transfer administration of the final 
and effective permit to TCEQ. Ifa party 
petitions the EAB for review of a final 
permit decision by Region 6, the EPA 
will retain authority over the permit 
until administrative and judicial review 
proceedings are exhausted with one 
exception. If a petition for review has 
been filed with the EAB, the permit 
does not become final and effective, and 
EPA Region 6 will still have the 


opportunity to withdraw the permit or 
request that the EAB grant a voluntary 
remand under 40 CFR 124.19(j). An 
applicant that wishes to withdraw a 
permit under EAB review must provide 
written notice to the EAB that it is doing 
so. If an applicant wishes for Region 6 
to initiate this withdrawal process while 
administrative review of a permit is 
pending before the EAB, the applicant 
will need to communicate with Region 
6 in writing that it seeks to withdraw its 
permit application. The applicant may 
submit a new permit application to 
TCEQ after withdrawing its application 
from the EPA in this manner, but the 
EPA will not transfer a permit 
application at this point in the process. 
If a permit decision is remanded to 
Region 6 by the EAB, the permit 
applicant may also request withdrawal 
of its permit application prior to Region 
6 issuing a final permit after remand, 
but Region 6 will also not transfer a 
permit application at this point in the 
process. Once the final permit decision 
is issued under 40 CFR 124.19(i)(2), the 
EPA would retain authority under the 
FIP until the period for seeking judicial 
review has expired or any judicial 
review proceedings are completed. 

Under the UARG v. EPA decision, the 
U.S. Supreme Court stated that the EPA 
may not treat GHG as an air pollutant 
for purposes of determining whether a 
source is a major source required to 
obtain a PSD permit. Therefore, 
consistent with our understanding of 
the Supreme Court’s decision, the EPA 
will no longer process pending permit 
applications for ‘‘non-anyway” sources 
or modifications. The EPA will also not 
transfer the permitting authority for 
‘“non-anyway” sources or modifications 
or any issued ‘‘non-anyway” permits to 
the TCEQ. After the completion of the 
GHG litigation in the D.C. Circuit, the 
EPA will determine the best course of 
disposition of these issued “non- 
anyway” permits. 

In summary, the EPA is finalizing 
retained permitting authority in the 
following circumstances: 

(1) The EPA will continue to be the 
permitting authority for a pending 
permit application for an “anyway” 
source or ‘‘anyway”’ modification where 
the permit applicant submitted a written 
request by May 15, 2014, that the EPA 
remain as the permitting authority. 

(2) The EPA will continue to be the 
permitting authority for any pending 
permit applications for ‘‘anyway”’ 
sources or “anyway” modifications 
submitted after the February 18, 2014, 
rulemaking. The EPA will continue to 
evaluate and process the pending permit 
applications unless the applicant 
submits a written request to transfer 
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permitting authority to TCEQ prior to 
Region 6 issuing a final permit decision 
under 40 CFR 124.15(b). 

(3) The EPA will retain authority over 
any permit for ““anyway”’ sources or 
“anyway” modifications that was issued 
by the EPA or for “anyway” permit 
applications denied by the EPA for 
which either the time for filing an 
administrative appeal has not expired or 
all administrative and judicial appeals 
processes have not been completed. 
Except that, the EPA will not retain 
authority over a permit if an applicant 
submits a written request to the EPA to 
withdraw the permit application while 
an administrative appeal is pending and 
Region 6 then withdraws the permit 
under 40 CFR 124.19(j) or the EAB 
grants a voluntary remand under 40 CFR 
124.19(j) or another appropriate remedy. 


III. Response to Comments 


We received comments from Air 
Alliance Houston, the Greater Houston 
Partnership (GHP), the House Bill 788 
Working Group (HB 788 Working 
Group), Sierra Club, Texas Chemical 
Council (TCC), Texas Commission on 
Environmental Quality (TCEQ), Texas 
Industry Project (TIP), the Texas Oil and 
Gas Association (TXOGA), the Texas 
Pipeline Association (TPA), and public 
citizens on our February 18, 2014 
proposal. All comments received on the 
February 18, 2014, proposed action are 
available in the public docket to this 
rulemaking. Following is our summary 
of each comment relating to the FIP 
action and our response. The EPA notes 
that the comments and our responses to 
comments that relate solely to the SIP 
action are in the separate but 
simultaneous final approval notice of 
those revisions. Comments and 
responses that relate to both actions are 


found in both final documents. 

Comment 1: The TCEQ, GHP, HB 788 
Working Group, TCC, TIP, and TPA 
submitted comments supportive of our 
proposed action and urge the EPA to 
proceed with final approval and rescind 
the associated FIP. 

Response 1: The EPA appreciates the 
support of the commenters. No changes 
have been made to the final FIP action 
as a result of these comments. 

Comment 2: The TCC encouraged the 
EPA to make the FIP rescission effective 
immediately upon approval of the SIP. 
As support, the commenters referenced 
the EPA’s final approval action of the 
Wyoming GHG PSD Program at 78 FR 
69998, November 22, 2013. 

Response 2: The EPA interprets the 
comment as a request that the EPA make 
the final approval of the rescission of 
the GHG PSD FIP and final approval of 
the GHG PSD SIP effective immediately 


upon publication in the Federal 
Register pursuant to the Administrative 
Procedure Act Section (APA), 5 U.S.C. 
Section 553(d). As explained more fully 
in Section IV of this document and in 
Comment/Response 3, the EPA finds 
that today’s final FIP action and the 
separate but simultaneous final SIP 
approval action be made effective 
immediately upon publication in the 
Federal Register. 

The EPA also wishes to clarify that 
the Wyoming action, cited in the 
comment as precedent for an immediate 
effective action, does not utilize Section 
553(d) of the APA. The EPA’s November 
22, 2013 final approval of the Wyoming 
GHG PSD Program and FIP rescission 
were both effective 30 days after 
publication in the Federal Register. 
Specifically, the Wyoming action was 
published on November 22, 2013, and 
the SIP approval and FIP rescission 
were effective on December 23, 2013. 

Comment 3: TXOGA requested that 
the final SIP approval and the FIP 
rescission be effective on the date of 
Federal Register publication rather than 
waiting 30 days after publication. TIP 
commented that the EPA should invoke 
the “good cause” exception in the APA 
to make the final approval and FIP 
rescission immediately effective upon 
publication. TIP suggested that using 
the good cause exception would: (1) 
“level the playing field” between Texas 
GHG permitting and GHG permitting in 
states with EPA-approved GHG 
permitting programs; (2) provide 
economic benefits by allowing 
consolidation of air permitting for Texas 
GHG sources at the TCEQ; (3) relieve a 
restriction imposed by the FIP; and (4) 
is procedural in nature and does not 
change substantive requirements for 
GHG PSD permitting. 

Response 3: The EPA agrees that this 
is an appropriate circumstance to make 
this rule effective immediately upon 
publication, pursuant to 5 U.S.C. 
Section 553(d) of the APA. As detailed 
in Section III of the final FIP action and 
in Section III of the separate but 
simultaneous final SIP approval, we 
have determined that both the final 
rescission of the GHG PSD FIP and the 
separate but simultaneous approval of 
the GHG PSD SIP be effective 
immediately upon publication in the 
Federal Register. An immediate 
effective date is authorized under the 
APA at 5 U.S.C. Sections 553(d)(1) and 
553(d)(3). Section 553(d)(1) provides 
that rulemaking actions may become 
effective less than 30 days after 
publication if the rule “grants or 
recognizes an exemption or relieves a 
restriction,’ and Section 553(d)(3) 
allows an effective date less than 30 


days after publication ‘“‘as otherwise 
provided by the agency for good cause 
found and published with the rule.” 
First, an immediate effective date is 
authorized for the rescission of the GHG 
PSD FIP under Section 553(d)(1), 
because this rulemaking relieves the 
requirement that sources obtain both a 
federal permit and a state issued permit. 
The immediate effective date helps to 
relieve the restriction on TCEQ’s ability 
to issue single GHG PSD permits and 
will eliminate the dual EPA/TCEQ PSD 
permit system, which in turn, promotes 
a more efficient single permitting 
authority process. Second, we have 
determined there is “good cause” under 
Section 553(d)(3) to make this rule 
effective immediately because it will 
allow Texas to begin processing 
complete PSD GHG applications that 
meet the appropriate federal PSD 
requirements immediately and it will 
allow the regulated community to 
receive PSD permits containing GHG 
limits, issued by Texas, as soon as 
possible. An immediate effective date 
provides Texas with undelayed 
authority to regulate GHG emissions in 
PSD permits issued to “anyway” 
sources and allows Texas to become the 
sole PSD permitting authority in the 
State, except in three limited 
circumstances, as described above. In 
addition, an expedited transition of the 
GHG PSD program from the EPA to 
Texas creates a more efficient use of 
EPA and State resources, and creates 
certainty for the regulated community 
and public. The EPA and the TCEQ 
have worked closely to ensure Texas has 
adequate authority and resources to 
administer the GHG PSD permitting 
program without a 30 day delay, which 
is normally the time required for 
affected parties to adjust their behavior 
and prepare before the final rule takes 
effect. The EPA has determined that 
moving as expeditiously as practicable 
to consolidate GHG PSD permitting with 
the TCEQ PSD permitting program is 
supported here as the State has the 
authority and resources to administer 
the GHG PSD permitting program. The 
EPA finds that the above reasons 
support an effective date prior to 30 
days after the date of publication under 
5 U.S.C. Section 553(d) of the APA for 
both today’s final FIP action and the 
separate but simultaneous final SIP 
approval action. We have revised the 
effective date of our final FIP action as 
a result of these comments. 

Comment 4: The EPA should state for 
the record that GHG permits issued by 
the EPA may be amended by the TCEQ 
once permitting authority is delegated. 

Response 4: As stated in our proposed 
approval, the TCEQ submitted a letter 
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on January 13, 2014, (available in the 
docket for this rulemaking) that 
provided clarity and assurances that the 
TCEQ has the general authority under 
the Texas Clean Air Act to administer 
the EPA-issued GHG PSD permits, 
including revising or amending those 
permits in the future. Specifically, the 
“TCEQ will assume full PSD 
responsibility for the administration and 
implementation of final GHG PSD 
permits issued by the EPA upon 
notification from the EPA that all 
administrative and judicial appeal 
processes have expired or have been 
completed or concluded. . . assuming 
full PSD responsibility includes the 
authority to. . . process and issue any 
and all subsequent PSD permit actions 
relating to such permits (e.g., 
amendments).’’ See 79 FR 9123, 9132. 
February 18, 2014. The EPA addresses 
the commenter’s statement about 
delegation of permitting authority in our 
separate but simultaneous final SIP 
approval also published elsewhere in 
this issue of the Federal Register. No 
changes were made to the final FIP 
action as a result of these comments. 

Comment 5: One commenter found it 
difficult to provide specific comments 
due to the pending Supreme Court 
decision on GHG and asked that the 
EPA discuss the impact, if any, of the 
pending Supreme Court decision 
around GHG. 

Response 5: See Section II of today’s 
final action for a detailed discussion. 
Although not specifically referenced in 
the comment, we believe the 
commenter’s reference to “pending 
supreme court decision around GHG”’ 
refers to the following case before the 
Supreme Court of the United States: 
Case 121146; Utility Air Regulatory 
Group v. The Environmental Protection 
Agency and consolidated cases. The 
Supreme Court of the United States 
decided this case on June 23, 2014. In 
summary, the Supreme Court affirmed 
in part and reversed in part the lower 
court’s decision on the applicability of 
the PSD Program to GHGs, rejecting the 
application of the PSD program to 
additional sources based only on GHG 
emissions but affirming the applicability 
of BACT to GHGs emitted by sources 
otherwise required to obtain PSD 
permits based on emissions of other 
pollutants. Accordingly, the decision 
has influenced our final action on the 
April 16, 2014 SIP submittal. In our 
separate but simultaneous SIP action, 
the EPA is proceeding with the 
finalization of the majority of the 
revisions to the Texas SIP. However, in 
order to proceed consistent with the 
Court’s decision, the EPA is taking no 
action at this time on portions of the 


April 16, 2014 submittal that provided 
for the permitting of “Step 2,” ‘“‘non- 
anyway’ sources. Please see our final 
separate but simultaneous SIP final 
notice for a more detailed discussion. 

Comment 6: Public citizens submitted 
several comments regarding the EPA’s 
proposed approval of the GHG PSD SIP, 
the rescission of the GHG PSD FIP, and 
the transition process to be used when 
transferring permitting authority to the 
TCEQ. Specifically, the commenters are 
concerned that the transition process is 
lacking the ‘‘voice’’ of the people on 
whether the public feels it is the right 
of the applicant/company to be able to 
choose the EPA or the TCEQ as the 
permitting authority without the 
public’s input on pending applications. 
The commenters urged the EPA to retain 
the FIP permitting authority in sensitive 
nonattainment areas such as in Brazoria 
County, Texas. Finally, the commenters 
submitted information regarding ozone 
monitor siting and air quality in Clute, 
water quality impacts in the Galveston 
Bay, and maps identifying locations of 
proposed GHG PSD permits. 

Response 6: While the EPA 
appreciates the commenter’s concerns 
about the public having a voice in the 
selection of a permit authority, we 
believe the appropriate regulatory and 
permit transition procedures are in 
place to ensure any GHG PSD permit, 
whether issued by the EPA or the TCEQ, 
complies with all federal PSD 
requirements, including opportunities 
for public input. Further, the EPA 
offered an opportunity for review and 
comment on our proposed 
determination that the TCEQ has the 
requisite authority to address GHGs in 
the PSD program in Texas upon 
approval of the SIP and corresponding 
rescission of the majority of the FIP for 
GHGs. We received no comments on 
this specific issue. In the separate, but 
simultaneous final SIP action published 
elsewhere in this issue of the Federal 
Register, we are approving the majority 
of revisions to the Texas PSD SIP, 
except with the noted exceptions where 
we are taking no action at this time on 
certain revisions that appear to no 
longer be appropriate after the Supreme 
Court’s UARG v. EPA ruling. Because of 
this, the EPA finds the TCEQ has the 
necessary legal and regulatory 
provisions in place to successfully 
implement the appropriate federal 
requirements for GHG PSD permitting. 
Therefore, we are simultaneously 
rescinding the Texas GHG PSD FIP but 
for three limited circumstances for 
retained federal permitting authority, 
and approving the majority of revisions 
to the Texas SIP in a separate but 
simultaneous final action published 


elsewhere in this issue of the Federal 
Register. Upon the effective date of both 
of these actions, the TCEQ will have the 
authority to process applications and 
issue GHG PSD permits except for the 
three limited circumstances where the 
EPA is retaining federal permitting 
authority. As stated in the EPA’s 
February 18, 2014, proposal and 
transition document referenced in that 
action, the EPA contacted each GHG 
PSD permit applicant who had 
submitted an application to the EPA at 
the time of our proposed approval. We 
provided these permit applicants the 
opportunity to elect either the EPA or 
the TCEQ as the issuer of its GHG 
permit by May 15, 2014. All permit 
applicants submitted a request for 
permitting authority by the deadline of 
May 15, 2014. For the permit 
applications that have been submitted 
since the EPA’s proposed approval, the 
EPA is retaining permitting authority 
and will continue evaluating and 
processing these permit applications 
unless and until the applicant submits 

a written request to transfer to the 
TCEQ, the EPA issues a final permit, or 
the applicant withdraws the permit 
application from the EPA’s 
consideration. The EPA Region 6 GHG 
Web site has been updated to identify 
which permit applications have been 
retained by the EPA for processing and 
those which have been transferred to the 
TCEQ. We will continue to update this 
Web site as applicants make their 
decisions regarding permitting 
authority. Upon the effective date of our 
final SIP approval and simultaneous FIP 
rescission, the EPA will no longer 
accept applications for GHG PSD 
permits in Texas. From that point 
forward, the TCEQ will be the only 
permitting authority for GHG PSD 
permits in Texas, with the exception of 
the three limited circumstances where 
the EPA retained authority over a permit 
application or issued permit that has not 
exhausted all administrative and 
judicial appeals. Both the EPA and the 
TCEQ are required to issue GHG PSD 
permits that satisfy federal requirements 
for PSD permitting. In the instances 
where a permit applicant elected to 
transfer the permitting authority to the 
TCEQ and the EPA has already public 
noticed a draft permit and received 
comments, the EPA intends to contact 
each commenter to advise them to 
resubmit comments to the TCEQ 
pursuant to 30 TAC Sections 39.412 and 
99.152. 

Second, in our separate but 
simultaneous final PSD SIP action 
published elsewhere in this issue of the 
Federal Register, we are finding the 
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TCEQ has adopted regulations sufficient 
to regulate emissions of GHGs from 
“anyway” major emitting sources under 
the Texas PSD program. As part of the 
Texas PSD SIP approval final action, a 
GHG PSD permit application will be 
subject to the Texas SIP-approved 
public notice and comment procedures 
that are consistent with the EPA’s 
federal PSD public notice requirements 
at 40 CFR 51.166(q). For new GHG PSD 
permit applications processed by the 
TCEQ and those applications transferred 
to the TCEQ for which the EPA has not 
proposed a draft permit, the Texas SIP- 
approved public notice process will 
involve two opportunities for public 
comment under 30 TAC Sections 39.418 
and 39.419 for the Notice of Receipt of 
Application and Intent to Obtain Permit 
(NORI) and the Notice of Application 
and Preliminary Decision (NAPD). For 
the subset of permit applications that 
are transferred to the TCEQ after the 
EPA has already proposed a draft 
permit, these applications will either 
use the NORI and NAPD or will go 
through a Combined Public Notice 
under 30 TAC Section 39.412. 
Opportunity for public review and 
comment will be provided in all 
instances where the TCEQ is the 
permitting authority for a GHG PSD 
permit application. 

We would like to correct one 
statement from the commenter 
concerning nonattainment permitting, 
which is that the EPA should retain the 
GHG PSD FIP permitting authority in 
sensitive nonattainment areas. There are 
no GHG nonattainment areas; the EPA 
was the permitting authority only for 
GHG PSD permits. The TCEQ has been, 
and continues to be, the permitting 
authority for Nonattainment New 
Source Review (NNSR) permits in 
Texas. In Brazoria County, the EPA was 
the permitting authority for the GHG 
PSD permits but the TCEQ was the 
permitting authority for the NNSR 
permitting program and all other non- 
GHG PSD pollutants. 

After review and consideration of the 
additional materials submitted by the 
citizens, the EPA has determined that 
the data submitted regarding ozone 
monitors and air quality in Clute, water 
quality in Galveston Bay, and maps 
identifying locations of the proposed 
GHG PSD permit applications, are 
beyond the scope of our review and are 
not relevant to our rescission of the 
GHG PSD FIP. 

No changes were made to the final FIP 
action as a result of these comments. 

Comment 7: Several commenters 
submitted comments regarding the 
EPA’s document titled “Transition 
Process for Transferring GHG PSD 


Permitting Authority to TCEQ.” These 
comments are summarized below: 

A. Comments about notification to 
companies regarding the Transition 


Process: 
TCC suggests that the EPA clarify 


that letters sent to applicants will not be 
mailed until the final rule has been 
published in the Texas Register, on or 
about April 17, 2014. 

TCC requests that the EPA post a 
message or announcement on its Web 
site indicating that letters concerning 
the transition process have been 
submitted to any of the GHG applicants. 

B. Comments about the dondiie for 
selecting a permitting authority under 
the Transition Process: 

TCC suggests the EPA not impose a 
firm 30-day decision deadline because 
of concerns that permit applicants 
selecting the TCEQ as the permitting 
authority may experience delay in 
processing of applications if the FIP 
rescission is delayed. 

TCC requests that the EPA clarify 
whether a permit applicant will have 
the opportunity to request additional 
time beyond 30 days to submit a 
response regarding permitting authority. 

C. Comments about the Transition 
Process for Issued Permits: TCC, TIP, 
and TXOGA requested that the EPA 
reconsider the transition process, such 
that permit applications currently being 
reviewed in the Environmental Appeals 
Board (EAB) could be transferred to 
TCEQ. 

Response 7: The EPA appreciates the 
comments on the Transition Process we 
will be using to transfer GHG PSD 
permitting authority to the TCEQ upon 
the effective date of rescission of the 
GHG PSD FIP and our simultaneous 
approval of the majority of the Texas 
GHG PSD SIP. After consideration of the 
comments and in light of the recent 
UARG v. EPA decision, we have 
determined it necessary to amend, in 
part, our Transition Process and EPA’s 
proposed retained authority under the 
FIP. Below are our specific responses to 
the comments raised regarding the 
Transition Process and how the EPA 
finds it necessary to amend, in part, our 
retained authority under today’s final 
FIP rescission. 

Response 7A: For permit applicants 
with applications submitted at the time 
of our February 18, 2014 proposal, we 
are making no changes to the Transition 
Process. The EPA has provided 
adequate notice to those initial permit 
applicants regarding the Transition 
Process. The EPA mailed letters to each 
GHG permit applicant on file with the 
EPA on March 27, 2014, requesting a 
response no later than May 15, 2014. 
Those letters are available for public 


access in the docket for this rulemaking 
action. By communicating with our 
initial permit applicants immediately 
following the March 26, 2014 TCEQ 
Commissioners vote to adopt the GHG 
PSD revisions, we provided our initial 
permit applicants with a reasonable 
amount of time to weigh individual 
business considerations and respond 
with a permitting authority request. The 
letters were delivered to the applicants 
via the U.S. Postal delivery and email, 
ensuring multiple means of 
communication with each applicant. 
Additionally, our Region 6 GHG Web 
site was updated to indicate the 
availability for review and comment on 
the EPA’s proposed approval of the 
Texas GHG PSD SIP, rescission of the 
Texas GHG PSD FIP, and Transition 
Process. No changes were made to the 
final FIP action as a result of these 
comments. 

The EPA recognizes that since the 
time of our proposed rulemaking, we 
have received additional permit 
applications and those permit 
applicants were not afforded a similar 
opportunity to select a permitting 
authority by the May 15, 2014, deadline 
specified in the Transition Process. For 
these permit applications submitted 
after the February 18, 2014, proposal, 
the EPA is retaining the permitting 
authority until the EPA either issues a 
final permit and all subsequent 
administrative and judicial appeals are 
exhausted, or the applicant submits a 
written request to be transferred to the 
TCEQ, or the applicant withdraws the 
permit application from the EPA’s 
consideration. 

Response 7B: The EPA does not 
believe it is necessary to extend the 
deadline for requesting a transfer of 
permitting authority beyond the May 15, 
2014 deadline, as specified in our 
Transition Process for the initial permit 
applications that were submitted at the 
time of our February 18, 2014 proposed 
action. We received written permit 
authority requests from all permit 
applicants, submitted to the EPA, at the 
time of the proposed notice by the 
specified May 15, 2014, deadline. 

However, in consideration of these 
comments and in light of the UARG v. 
EPA decision, we have decided that for 
any permit application that was 
submitted after our proposed 
rulemaking, the EPA will retain 
permitting authority and continue to 
process and evaluate any pending 
permit application for an ‘‘anyway” 
source or modification unless or until 
the applicant submits a written request 
to transfer the authority to the TCEQ or 
the applicant withdraws the application 
from the EPA’s consideration. There is 
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no 30-day time period for decision 
imposed on these permit applicants. 
Rather the applicant can make an 
informed business decision through 
consultation with the EPA and the 
TCEQ, up until the EPA has issued a 
final permit. The EPA’s retained 
authority under the FIP was revised as 
a result of these comments. 

Response 7C: At this time, we intend 
to transfer all initial permit applications 
and related materials to the TCEQ where 
a permit applicant requested the transfer 
in writing by May 15, 2014, as specified 
in the Transition Process. Additionally, 
as discussed above in Responses 6A and 
6B, for any permit application 
submitted after our February 18, 2014, 
proposed rulemaking, the EPA will 
transfer the permit application and 
related materials to the TCEQ where the 
permit applicant submits a written 
request to the EPA to transfer to the 
TCEQ. The EPA will confirm the 
transfer of the permit application by 
providing a letter to the TCEQ and the 
permit applicant wherein we transfer 
the permit application, related 
materials, and state that we consider the 
request for transfer a withdrawal of the 
application that removes the application 
from review and further action by the 
EPA. As discussed in our February 18, 
2014, proposed rulemaking, the EPA’s 
permitting authority “will cease upon 
an applicant’s written request to the 
EPA withdrawing the pending permit 
application before a final determination 
is made.” See 79 FR 9123, 9133. A final 
determination on the permit is made 
when all administrative and judicial 
appeals processes have been exhausted. 
The EPA will retain permitting 
authority for ““aanyway’’ GHG PSD 
permits that are issued or for “anyway” 
permit applications denied by the EPA 
for which either the time for filing an 
administrative appeal has not expired or 
all administrative and judicial appeals 
processes have not been completed. As 
stated in our Transition Process, a GHG 
PSD permit applicant has the ability to 
withdraw the permit application before 
the EPA and submit a new application 
to the TCEQ at any time until the permit 
becomes final. Because a permit does 
not become final until agency review 
procedures are exhausted, an applicant 
can withdraw an application while a 
permit is under EAB review. No changes 
were made to the final FIP action as a 
result of these comments, but we have 
modified the authority retained by EPA 
in the FIP for certain permit 
applications for other reasons. 

Comment 8: Sierra Club submitted 
several comments and supporting 
exhibits requesting that the EPA not 
approve the GHG PSD SIP and rescind 


the FIP until the TCEQ submits 
clarifications regarding access to 
judicial review for GHG PSD permits. 
First, Sierra Club commented that if the 
commission acts on a GHG permit, then 
the Texas regulations appear to require 
a party to go through the contested case 
hearing process in order to exhaust 
administrative remedies, which is 
necessary to later seek judicial review. 
However, HB 788 removes the 
opportunity for a contested case hearing 
for GHG permits. As a result, the TCEQ 
has not adequately clarified the process 
to exhaust all administrative remedies 
before seeking judicial review when the 
commission acts on a GHG permit. 
Response 8: Because judicial review 
of PSD permits is important and 
necessary under the Act, we have 
reevaluated the Texas judicial review 
process as it applies to GHG PSD 
permits issued by the TCEQ. 77 FR 
65305, at 65307 (Oct. 26, 2012).* The 
TCEQ provided a letter to the EPA dated 
May 30, 20144 to clarify the judicial 
review process and the associated 
administrative remedies with respect to 
the GHG PSD permits issued by Texas. 
This letter explains the processes to 
exhaust administrative remedies and 
confirms that Texas law provides an 
opportunity for judicial review of all 
GHG PSD permits issued by the TCEQ. 
Texas regulations do not require a party 
to go through the contested case hearing 
process in order to exhaust 
administrative remedies when the 
commission acts on a GHG permit. 
Section 50.119(b) provides that “‘[iJf the 
commission acts on an application, 
§ 80.272 [Motion for Rehearing] of this 
title applies.”’ Further, Section 
50.119(c)(3) provides that motions for 
rehearing may be filed on ‘‘the 
commission’s decision on an 
application.’’ Section 80.272 is a 
procedural provision that sets out the 
process for filing a motion for rehearing 
after the commission makes a decision 
on a permit. State law allows the TCEQ 
to establish a motion for rehearing via 


3“I\WJe interpret the CAA to require an 
opportunity for judicial review of a decision to 
grant or deny a PSD permit, whether issued by EPA 
or by a State under a SIP-approved or delegated 
PSD program. See 61 FR 1880, 1882 (Jan. 24, 1996) 
(EPA’s proposed disapproval of Virginia’s PSD 
program SIP revision due to State law standing 
requirements that limited judicial review); 72 FR 
72617, 72619 (December 21, 2007) (in approving 
South Dakota’s PSD program, EPA stated: ‘‘We 
interpret the statute and regulations to require at 
minimum an opportunity for state judicial review 
of PSD permits”’).” 77 FR at 65307. 

4 Clarification Letter from Mr. Richard A. Hyde, 
P.E., Executive Director, TCEQ to Mr. Ron Curry, 
Regional Administrator, EPA Region 6 (May 30, 
2014) (hereinafter “Judicial Review Clarification 
Letter’. This letter is available in the docket for this 
rulemaking. 


regulation, even when there is no 
statutory right to a contested case 
hearing.® Section 50.119(c) does not 
require a contested case hearing for a 
motion for rehearing to be available. We 
recognize that the judicial review 
process under Texas law differs from 
the administrative and judicial review 
processes available for PSD permit 
decisions under 40 CFR Part 124 
(opportunity to petition for 
administrative review by the EPA’s 
Environmental Appeals Board (EAB)) 
and section 307(b) of the CAA 
(opportunity to seek review before the 
federal Circuit Court of Appeals) when 
the EPA or a delegated agency under 40 
CFR 52.21 is the PSD permit issuer. 
However, the CAA does not require that 
the process for judicial review of the 
grant or denial of a PSD permit issued 
under a SIP approved PSD program be 
identical to that provided when the EPA 
or a delegated agency is the PSD permit 
issuer under 40 CFR 52.21. 77 FR 65305 
at 65307 (Oct. 26, 2012). No revisions 
were made to the final FIP action as a 
result of this comment. 


IV. Effective Date of Final Action 


The EPA has determined that today’s 
final FIP action and the separate but 
simultaneous final approval of the 
majority of the Texas GHG PSD SIP are 
effective immediately upon publication 
under 5 U.S.C. Section 553(d) of the 
APA. The expedited effective date for 
this final FIP action and the separate but 
simultaneous SIP approval action is 
authorized under both 5 U.S.C. Section 
553(d)(1) and 553(d)(3) of the APA. 
Section 553(d)(1) allows an effective 
date less than 30 days after publication 
if a substantive rule relieves a 
‘“‘restriction.”’ Section 553(d)(3) allows 
an effective date less than 30 days after 
publication “as otherwise provided by 
the agency for good cause found and 
published with the rule.” The EPA has 
determined that it is appropriate to 
make both final actions effective upon 
publication because the final removal of 
the Texas GHG PSD FIP and the 
separate but simultaneous final 
approval of the majority of Texas GHG 
PSD SIP will both relieve a permitting 
restriction and there is ‘good cause”’ to 
allow Texas to begin processing PSD 
GHG applications that meet the 
appropriate federal PSD requirements 
immediately. Final immediate action 
relieves a restriction by promoting an 
efficient single GHG permit process, 
supports an efficient use of EPA and 


° Tex. Air Control Bd. v. Travis Cnty, 502 SW.2d 
213, 215 (Tex. Civ. App.-Austin 1973, no writ); see 
also, Sproles Motor Freight Line, Inc. v. Smith, 130 
SW.2d 1087, 1088 (Tex. Civ. App.-Austin 1939, writ 
ref d). 
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State resources, and creates certainty for 
the regulated community and public. It 
provides Texas with undelayed 
authority to regulate major GHG 
emitting sources, and the EPA and 
TCEQ have worked closely to ensure the 
State has adequate authority and 
resources to administer the GHG 
permitting program without a 30 day 
delay, which is normally the time 
required for affected parties to adjust 
their behavior and prepare before a final 
rule takes effect. The EPA has 
determined that moving as 
expeditiously as practicable to 
consolidate GHG PSD permitting with 
the TCEQ is consistent with the State’s 
authority and resources to administer 
the GHG PSD permitting program. The 
EPA finds that the above reasons 
support an effective date prior to thirty 
days after the date of publication under 
5 U.S.C. Section 553(d) for both today’s 
final FIP action and the separate but 
simultaneous final SIP approval action 
by establishing good cause for making 
the rule immediately effective and 
demonstrating that the rule relieves a 
restriction. 


V. Final Action 


The EPA is rescinding the GHG PSD 
FIP for Texas at 40 CFR 52.2305(a) and 
(b), with three limited circumstances for 
retained authority for ““anyway”’ source 
permit applications as specified in the 
new section of 40 CFR 52.2305(d). First, 
the EPA retains GHG PSD permitting 
authority for any pending ‘“‘anyway” 
permit applications where the permit 
applicant submitted a written request to 
remain with the EPA for permit 
issuance by the deadline specified in 
our Transition Process. Second, the EPA 
will retain GHG PSD permitting 
authority for ““anyway”’ source permit 
applications submitted after February 
18, 2014, unless or until the applicant 
submits a written request transferring 
the permitting authority to the TCEQ. 
Finally, the EPA will retain GHG PSD 
permitting authority for any issued 
“anyway” permit or “anyway” permit 
application denied by the EPA for 
which either the time for filing an 
administrative appeal has not expired or 
all administrative and judicial appeals 
processes have not been completed by 
the publication date of the EPA’s final 
actions to rescind the GHG FIP and 
simultaneously approve the TCEQ’s 
PSD SIP submittal. Note, even for those 
cases where the EPA announces it will 
retain GHG PSD permitting authority 
over an “anyway” application, this 
authority will cease upon an applicant’s 
written request to the EPA withdrawing 
the pending permit application before a 
final determination is made. The EPA 


Region 6 GHG Web site identifies the 
permit applications where the EPA 
retains GHG permitting authority. We 
intend to update this Web site as we 
process the pending permit applications 
and transfer the issued permits to the 
TCEQ for implementation. When all 
permit applications have been 
processed and transferred to the TCEQ, 
the EPA will, in a separate action, revise 
40 CFR 52.2305 to remove the 
remaining GHG PSD FIP authority at 

§ 52.2305(a) and (b). 

Consistent with the UARG v. EPA 
decision, the EPA does not find it 
appropriate at this time to act on 
revisions to the Texas SIP providing the 
authority to regulate and permit non- 
“anyway” sources and modifications of 
GHGs. Therefore, the EPA will not 
transfer issued non-‘‘anyway”’ source 
permits to the TCEQ. The EPA will also 
not continue to process or evaluate 
pending permit applications for “non- 
anyway’ sources or modifications. 

Our final action today also finds that 
through a letter dated January 13, 2014, 
the TCEQ has provided necessary and 
adequate assurances that the Texas PSD 
program will be revised in the future to 
address pollutants that become newly 
regulated under the CAA after January 
2, 2011, and that the TCEQ has the 
adequate authority under State law to 
regulate any new PSD pollutants. 
Therefore, the EPA rescinds the PSD FIP 
for Newly Regulated Pollutants for 
Texas at 40 CFR 52.2305(c). 

As explained in our February 18, 2014 
proposal (see 79 FR 9123), this action is 
made possible because of our separate 
but simultaneous final action being 
published elsewhere in this issue of the 
Federal Register to approve the majority 
of the Texas PSD SIP revisions, which 
updates the Texas SIP to provide for the 
regulation of GHG emissions for 
“anyway” sources, and clarifies the 
applicability of BACT for all PSD permit 
applications. The EPA has made the 
determination that the majority of 
revisions to the Texas SIP are 
approvable because the revisions meet 
all applicable requirements of the CAA, 
and EPA implementing regulations that 
were not affected by the recent U.S. 
Supreme Court decision in UARG v. 
EPA. We noted that we are taking no 
action at this time other certain 
revisions that appear to no longer be 
needed in light of that decision. The 
EPA also has determined under the 
authority of 5 U.S.C. Section 553(d) of 
the APA, to make this final FIP action 
and the separate but simultaneous final 
PSD SIP approval action effective upon 
November 10, 2014. Upon the effective 
date of today’s final FIP action and the 
separate but simultaneous final PSD SIP 


approval, the TCEQ will immediately 
assume responsibility for GHG PSD 
permitting, with the exception of the 
three limited circumstances where the 
EPA is retaining GHG PSD permitting 
authority under the FIP, as described 
this final FIP action. As such, all new 
GHG PSD permit applications will be 
submitted to and processed by the 
TCEQ. 

The EPA is finalizing this action 
under Section 110 and Part C of the Act. 


VI. Statutory and Executive Order 
Reviews 


A. Executive Order 12866: Regulatory 
Planning and Review and Executive 
Order 13563: Improving Regulation and 
Regulatory Review 


This FIP withdrawal action is not a 
“significant regulatory action”’ under 
the terms of Executive Order 12866 (58 
FR 51735, October 4, 1993) and is 
therefore not subject to review under 
Executive Orders 12866 and 13563 (76 
FR 3821, January 21, 2011). 


B. Paperwork Reduction Act 


This FIP withdrawal action does not 
impose an information collection 
burden under the provisions of the 
Paperwork Reduction Act, 44 U.S.C. 
3501 et seq. because this partial FIP 
rescission under Section 110 and Part C 
of the CAA will not in-and-of itself 
create any new information collection 
burdens but simply transfers the 
permitting authority from EPA to the 
State. Burden is defined at 5 CFR 
1320.3(b). Because this final action does 
not impose an information collection 
burden, the Paperwork Reduction Act 
does not apply. 


C. Regulatory Flexibility Act (RFA) 


1 certify that this action will not have 
a significant economic impact on a 
substantial number of small entities 
under the RFA. This action will not 
impose any requirements on small 
entities. This rule will transfer the 
majority of GHG PSD permitting 
responsibility from the EPA to the State 
of Texas. This final rule applies to large 
emitters of GHGs that tend to be large 
sources. The result of this final action, 
however, simply is to transfer the 
majority of authority to administer the 
PSD program for GHGs from EPA to the 
State of Texas and does not create any 
new requirements. The substantive 
requirement for a source to obtain a PSD 
permit prior to construction of a new 
major source of GHGs or modification of 
an existing major source that will 
significantly increase GHGs is not 
changed by this final FIP action. This 
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final FIP action will not impose any 
new requirements on small entities. 


D. Unfunded Mandates Reform Act 
(UMRA) 


This action does not contain any 
unfunded mandate as described in 
UMRA, 2 U.S.C. 1531-1538, and does 
not significantly or uniquely affect small 
governments. This action removes the 
majority of a Federal plan and transfers 
most permitting responsibility of GHG 
emissions from the EPA to the State of 
Texas. Small governments are not 
impacted. 


E. Executive Order 13132: Federalism 


This FIP withdrawal action does not 
have federalism implications. It will not 
have substantial direct effects on Texas, 
on the relationship between the national 
government and the State of Texas, or 
on the distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132. 

In the spirit of Executive Order 13132, 
and consistent with EPA policy to 
promote communications between the 
EPA and State and local governments, 
the EPA specifically solicited comment 
on the proposed action from State and 
local officials. The EPA received no 
adverse comments from state or local 
governments on this rulemaking but 
only comments in support from the 
State. 


F. Executive Order 13175: Consultation 
and Coordination With Indian Tribal 
Governments 


This action does not have tribal 
implications, as specified in Executive 
Order 13175 (65 FR 67249, November 9, 
2000). In this action, the EPA is not 
addressing any Tribal Implementation 
Plans. This action is limited to the 
withdrawal of the majority of the Texas 
GHG PSD FIP. Thus, Executive Order 
13175 does not apply to this action. 


G. Executive Order 13045: Protection of 
Children from Environmental Health 
Risks and Safety Risks 


The EPA interprets Executive Order 
13045 as applying only to those 
regulatory actions that concern 
environmental health or safety risks that 
the EPA has reason to believe may 
disproportionately affect children, per 
the definition of “covered regulatory 
action” in section 2-202 of the 
Executive Order. This action is not 
subject to Executive Order 13045 
because the EPA is withdrawing the 
majority of the federal GHG PSD FIP in 
Texas as authorized by the CAA. 


H. Executive Order 13211: Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use 

This action is not subject to Executive 
Order 13211 (66 FR 28355, May 22, 
2001), because it is not a significant 
regulatory action under Executive Order 
12866. 
I. National Technology Transfer and 
Advancement Act 


This rulemaking does not involve 
technical standards. 


J. Executive Order 12898: Federal 
Actions to Address Environmental 
Justice in Minority Populations and 
Low-Income Populations 


This final rule does not provide the 
EPA with the discretionary authority to 
address, as appropriate, 
disproportionate human health or 
environmental effects, using practicable 
and legally permissible methods, under 
Executive Order 12898 (59 FR 7629, 
February 16, 1994). 


K. Congressional Review Act (CRA) 


This action is subject to the CRA, and 
the EPA will submit a rule report to 
each House of the Congress and to the 
Comptroller General of the United 
States. The CRA allows the issuing 
agency to make a rule effective sooner 
than otherwise provided by the CRA if 
the agency makes a good cause finding 
that notice and comment rulemaking 
procedures are impracticable, 
unnecessary or contrary to the public 
interest (5 U.S.C. 808(2)). The EPA has 
made a good cause finding for this rule 
as discussed in Section IV (Effective 
Date of Final Action), including the 
basis for that finding. 


L. Petitions for Judicial Review 


Under section 307(b)(1) of the CAA, 
petitions for judicial review of this 
action must be filed in the United States 
Court of Appeals for the appropriate 
circuit by January 9, 2015. Filing a 
petition for reconsideration by the 
Administrator of this final rule does not 
affect the finality of this action for the 
purposes of judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 
such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. See CAA 
section 307(b)(2); 5 U.S.C. 7607(b)(2). 


List of Subjects in 40 CFR Part 52 


Environmental protection, Air 
pollution control, Carbon monoxide, 
Incorporation by reference, 
Intergovernmental relations, Lead, 


Nitrogen dioxide, Ozone, Particulate 
matter, Reporting and recordkeeping 
requirements, Sulfur oxides, Volatile 
organic compounds. 

Dated: October 30, 2014. 

Gina McCarthy, 
Administrator. 

For the reasons stated in the 
preamble, the Environmental Protection 
Agency amends 40 CFR Part 52 as 
follows: 


PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 


w@ 1. The authority citation for Part 52 
continues to read as follows: 


Authority: 42 U.S.C. 7401 et seg. 
Subpart SS—Texas 


@ 2. Section 52.2305 is amended by 
removing and reserving paragraph (c) 
and by adding paragraph (d) to read as 
follows. 


§ 52.2305 What are the requirements of the 
Federal Implementation Plan (FIP) to issue 
permits under the Prevention of Significant 
Deterioration requirements to sources that 
emit greenhouse gases? 

* * * * * J 

(d) The authority provided in 
paragraphs (a) and (b) of this section is 
rescinded except in the three limited 
circumstances described in paragraphs 
(d)(1) through (3) of this section: 

(1) The EPA will retain permitting 
authority for all GHG PSD permit 
applications for major sources and 
major modifications required to obtain 
PSD permits because of emissions of 
pollutants other than GHGs submitted to 
the EPA where the permit applicant 
submitted a written request by May 15, 
2014, that the EPA continue processing 
the application. 

(2) The EPA will retain permitting 
authority for all GHG PSD permit 
applications for major sources and 
major modifications required to obtain 
PSD permits because of emissions of 
pollutants other than GHGs submitted to 
the EPA after February 18, 2014, unless 
and until the applicant submits to the 
EPA a written request to transfer the 
permitting authority to TCEQ (or 
withdraws the application) prior to 
issuance of a final permit decision 
under 40 CFR 124.15(b). 

(3) The EPA will retain permitting 
authority for GHG PSD permits issued 
by the EPA for major sources and major 
modifications required to obtain PSD 
permits because of emissions of 
pollutants other than GHGs and GHG 
PSD permit applications denied by the 
EPA for major sources and major 
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modifications required to obtain PSD 
permits because of emissions of 
pollutants other than GHGs for which 
either the time for filing an 
administrative appeal has not expired or 
all administrative and judicial appeals 
processes have not been completed by 
November 10, 2014. Except that the EPA 
will not retain authority over a permit 

if an applicant submits a written request 
to the EPA to withdraw the permit 
application while an administrative 
appeal is pending and the Regional 
Administrator then withdraws the 
permit under 40 CFR 124.19(j) or the 
Environmental Appeals Board grants a 
voluntary remand under 40 CFR 
124.19(j) or another appropriate remedy. 
[FR Doc. 2014-26315 Filed 11—7-14; 8:45 am] 
BILLING CODE 6560-50-P 


ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA-—R10-—OAR-2014—0140, FRL-9918-97- 
Region 10] 


Approval and Promulgation of 
Implementation Plans; Alaska: 
Infrastructure Requirements for the 
1997 and 2006 Fine Particulate Matter 
and 2008 Ozone National Ambient Air 
Quality Standards 


AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 





SUMMARY: The EPA is approving the 
Alaska State Implementation Plan (SIP) 
as meeting specific infrastructure 
requirements of the Clean Air Act (CAA) 
for the National Ambient Air Quality 
Standards (NAAQS) promulgated for 
fine particulate matter (PM>.5) on July 
18, 1997 and October 17, 2006, and for 
ozone on March 12, 2008. Whenever a 
new or revised NAAQS is promulgated, 
the CAA requires states to submit a plan 
for the implementation, maintenance 
and enforcement of such NAAQS. The 
plan is required to address basic 
program elements, including but not 
limited to regulatory structure, 
monitoring, modeling, legal authority, 
and adequate resources necessary to 
implement, maintain, and enforce the 
standards. These elements are referred 
to as infrastructure requirements. 

DATES: This final rule is effective on 
December 10, 2014. 

ADDRESSES: The EPA has established a 
docket for this action under Docket 
Identification No. EPA—R10-OAR- 
2014-0140. All documents in the docket 
are listed on the http:// 
www.regulations.gov Web site. Although 


listed in the index, some information 
may not be publicly available, i.e., 
Confidential Business Information or 
other information the disclosure of 
which is restricted by statute. Certain 
other material, such as copyrighted 
material, is not placed on the Internet 
and will be publicly available only in 
hard copy form. Publicly available 
docket materials are available either 
electronically through http:// 
www.regulations.gov or in hard copy at 
EPA Region 10, Office of Air, Waste, 
and Toxics, AWT-150, 1200 Sixth 
Avenue, Seattle, Washington 98101. The 
EPA requests that you contact the 
person listed in the FOR FURTHER 
INFORMATION CONTACT section to 
schedule your inspection. The Regional 
Office’s official hours of business are 
Monday through Friday, 8:30 to 4:30, 
excluding federal holidays. 

FOR FURTHER INFORMATION CONTACT: 
Kristin Hall at: (206) 553-6357, 
hall.kristin@epa.gov, or the above EPA, 
Region 10 address. 

SUPPLEMENTARY INFORMATION: 
Throughout this document wherever 
“we,” “us” or “our” is used, it is 
intended to refer to the EPA. 
Information is organized as follows: 


Table of Contents 


1. Background 

II. Response to Comment 

Ill. Final Action 

IV. Statutory and Executive Order Reviews 


I. Background 


Section 110 of the CAA specifies the 
general requirements for states to submit 
SIPs to implement, maintain and 
enforce the NAAQS and the EPA’s 
actions regarding approval of those SIPs. 
On July 9, 2012 and March 29, 2011, 
Alaska made SIP submissions to the 
EPA demonstrating that the Alaska SIP 
meets the infrastructure requirements of 
the CAA for the 1997 PM>5s, 2006 PM> s, 
and 2008 ozone NAAQS. On July 16, 
2014, we proposed approval of the 
Alaska SIP as meeting the following 
CAA section 110(a)(2) infrastructure 
elements for the 1997 PM> 5, 2006 PM>s, 
and 2008 ozone NAAQS: (A), (B), (C), 
(D)(ii), (E), (F), (H), 0), (K), (L), and (M) 
(79 FR 41496). We also proposed 
approval of the Alaska SIP as meeting 
the requirements of CAA section 
110(a)(2)(D)(i) OUD as it applies to 
prevention of significant deterioration 
and visibility for the 2006 PM>.s5 and 
2008 ozone NAAQS. In addition, we 
proposed approval of the Alaska SIP as 
meeting the requirements of CAA 
section 110(a)(2)(G) for the 2008 ozone 
NAAQS. 

An explanation of the CAA 
requirements and implementing 


regulations that are met by these SIP 
submissions, a detailed explanation of 
the submissions, and the EPA’s reasons 
for the proposed action were provided 
in the notice of proposed rulemaking on 
July 16, 2014, and will not be restated 
here (79 FR 41496). Below we address 

a recent court decision related to the 
application of PSD permitting 
requirements to greenhouse gases 
(GHGs) and why we believe the decision 
does not impact this action. 

With respect to CAA section 
110(a)(2)(C) and (J), the EPA interprets 
the CAA to require each state to make 
an infrastructure SIP submission for a 
new or revised NAAQS that 
demonstrates that the state has a 
complete PSD permitting program 
meeting the current requirements for all 
regulated NSR pollutants. The 
requirements of CAA section 
110(a)(2)(D)(i)(II) may also be satisfied 
by demonstrating the state has a 
complete PSD permitting program 
correctly addressing all regulated NSR 
pollutants. Alaska has shown that it 
currently has a PSD program in place 
that covers all regulated NSR pollutants, 
including GHGs. 

On June 23, 2014, the United States 
Supreme Court issued a decision 
addressing the application of PSD 
permitting requirements to GHG 
emissions. Utility Air Regulatory Group 
v. Environmental Protection Agency, 
134 S.Ct. 2427. The Supreme Court said 
that the EPA may not treat GHGs as an 
air pollutant for purposes of 
determining whether a source is a major 
source required to obtain a PSD permit. 
The Court also said that the EPA could 
continue to require that PSD permits, 
otherwise required based on emissions 
of pollutants other than GHGs, contain 
limitations on GHG emissions based on 
the application of Best Available 
Control Technology (BACT). In order to 
act consistently with its understanding 
of the Court’s decision pending further 
judicial action to effectuate the decision, 
the EPA is not continuing to apply the 
EPA regulations that would require that 
SIPs include permitting requirements 
that the Supreme Court found 
impermissible. Specifically, the EPA is 
not applying the requirement that a 
state’s SIP-approved PSD program 
require that sources obtain PSD permits 
when GHGs are the only pollutant (i) 
that the source emits or has the 
potential to emit above the major source 
thresholds, or (ii) for which there is a 
significant emissions increase and a 
significant net emissions increase from 
a modification (e.g. 40 CFR 
51.166(b)(48)(v)). 

The EPA anticipates a need to revise 
federal PSD rules in light of the 
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Supreme Court opinion. In addition, the 
EPA anticipates that many states will 
revise their existing SIP-approved PSD 
programs in light of the Supreme 
Court’s decision. The timing and 
content of subsequent EPA actions with 
respect to EPA regulations and state 
PSD program approvals are expected to 
be informed by additional legal process 
before the United States District Court 
for the District of Columbia Circuit. At 
this juncture, the EPA is not expecting 
states to have revised their PSD 
programs for purposes of infrastructure 
SIP submissions and is only evaluating 
such submissions to assure that the 
state’s program correctly addresses 
GHGs consistent with the Supreme 
Court’s decision. 

At present, the EPA has determined 
the Alaska SIP is sufficient to satisfy 
CAA sections 110(a)(2)(C), (D)(i)(), and 
(J) with respect to GHGs because the 
PSD permitting program previously- 
approved by the EPA into the SIP 
continues to require that PSD permits 
(otherwise required based on emissions 
of pollutants other than GHGs) contain 
limitations on GHG emissions based on 
the application of BACT. Although the 
approved Alaska PSD permitting 
program may currently contain 
provisions that are no longer necessary 
in light of the Supreme Court decision, 
this does not render the infrastructure 
SIP submission inadequate to satisfy 
CAA sections 110(a)(2)(C), (D)(i)(1), and 
(J) for purposes of the 1997 PM> s, 2006 
PM>.5 and 2008 ozone NAAQS. The SIP 
contains the necessary PSD 
requirements at this time, and the 
application of those requirements is not 
impeded by the presence of other 
previously-approved provisions 
regarding the permitting of sources of 
GHGs that the EPA does not consider 
necessary at this time in light of the 
Supreme Court decision. Accordingly, 
the Supreme Court decision does not 
affect the EPA’s approval of Alaska’s 
infrastructure SIP as to the requirements 
of CAA sections 110(a)(2)(C), (D)(i) (ID, 
and (J) for purposes of the 1997 PM> s, 
2006 PM>2 5 and 2008 ozone NAAQS. 


II. Response to Comment 


The public comment period for our 
proposed action ended on August 15, 
2014, and we received one comment via 
email from Robert Ukeiley of the Law 
Office of Robert Ukeiley. 

Comment: “EPA must disapprove all 
of the PSD related elements of all three 
of these proposed Infrastructure SIPs 
because Alaska does not have PM>5 
increments in its SIP approved PSD 
program. EPA can approve these PSD 
related elements if the PM>5 increments 
are approved into the Alaska SIP prior 


to final action on these infrastructure 
SIPs. Also, the Alaska minor source 
permitting program does not prohibit 
minor sources from causing or 
contributing to PM>.s5 and ozone NAAQS 
violations. Therefore, all SIP elements 
related to the minor source permitting 
program must be disapproved.”’ 

Response: With respect to the first 
part of the comment on Alaska’s PSD 
program, we agree with the commenter. 
In our proposal we stated that final 
action on the Alaska infrastructure SIP 
requirements would be contingent upon 
our first taking final action on revisions 
to the Alaska SIP to reflect changes to 
the NAAQS and federal PSD regulations 
that we proposed to approve on May 5, 
2014 (79 FR 25533). On September 19, 
2014, we finalized approval of the 
revisions, including updates to the PSD 
program for purposes of PM>.5 (79 FR 
56268). Because we approved the 
NAAQS and PSD revisions to the Alaska 
SIP on September 19, 2014, including 
the PM>.s PSD increments, we are now 
finalizing our infrastructure approval. 

With respect to the second part of the 
comment on Alaska’s minor NSR 
program, we disagree with the 
commenter. Alaska’s minor NSR 
program was originally approved into 
the SIP by the EPA on July 5, 1983 (48 
FR 30623). We recently approved 
revisions to Alaska’s minor NSR rules 
on September 19, 2014 (79 FR 56268). 
In that action, we determined that the 
revisions to Alaska’s minor NSR 
program met the federal minor NSR 
regulatory requirements at 40 CFR 
51.160-—164 ‘‘Review of New Sources 
and Modifications” which include the 
requirement at 40 CFR 51.160(a) that all 
SIPs contain legally enforceable 
procedures to ensure that construction 
or modification of a stationary source 
will not cause a violation of a NAAQS 
or any applicable portions of the control 
strategy. Alaska’s federally-approved 
minor NSR rules are located at 18 AAC 
50, Article 5 ‘‘Minor Permits.’ 18 AAC 
50.542(f)(1)(B) (approval criteria) and 18 
AAC 50.544(c)(1) (screening ambient air 
quality analysis) specifically address the 
requirement at 40 CFR 51.160(a). 

In our September 19, 2014, action we 
determined that the Alaska minor NSR 
program meets federal requirements. We 
are now finalizing our approval of the 
Alaska SIP as meeting the requirements 
of CAA section 110(a)(2)(C) with respect 
to minor NSR for the 1997 PM>.s, 2006 
PM> 5, and 2008 ozone NAAQS. 


III. Final Action 


The EPA is approving the Alaska SIP 
as meeting the following CAA section 
110(a)(2) infrastructure elements for the 
1997 PM>s5, 2006 PM>., and 2008 ozone 


NAAQS: (A), (B), (C), (D) Gi), (E), (F), 
(H), JJ), (K), (L), and (M). We are also 
approving the Alaska SIP as meeting the 
requirements of CAA section 
110(a)(2)(D)(i)(I1) as it applies to 
prevention of significant deterioration 
and visibility for the 2006 PM>5 and 
2008 ozone NAAQS. In addition, we are 
approving the Alaska SIP as meeting the 
requirements of CAA section 
110(a)(2)(G) for the 2008 ozone NAAQS. 
This action is being taken under section 
110 of the CAA. 


IV. Statutory and Executive Order 
Reviews 


Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
CAA and applicable federal regulations. 
42 U.S.C. 7410(k); 40 CFR 52.02(a). 
Thus, in reviewing SIP submissions, the 
EPA’s role is to approve state choices, 
provided that they meet the criteria of 
the CAA. Accordingly, this action 
merely approves state law as meeting 
federal requirements and does not 
impose additional requirements beyond 
those imposed by state law. For that 
reason, this action: 

e Is nota “significant regulatory 
action” subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

e Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

e Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

¢ Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104-4); 

¢ Does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

e Js not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

e Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

e Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
this action does not involve technical 
standards; and 

e Does not provide the EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
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health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

The SIP is not approved to apply on 
any Indian reservation land or in any 
other area where the EPA or an Indian 
tribe has demonstrated that a tribe has 
jurisdiction. In those areas of Indian 
country, the rule does not have tribal 
implications as specified by Executive 
Order 13175 (65 FR 67249, November 9, 
2000), nor will it impose substantial 
direct costs on tribal governments or 
preempt tribal law. 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. The EPA will 
submit a report containing this action 
and other required information to the 
U.S. Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of the rule in the Federal 


Register. A major rule cannot take effect 
until 60 days after it is published in the 
Federal Register. This action is not a 
“major rule” as defined by 5 U.S.C. 
804(2). 

Under section 307(b)(1) of the CAA, 
petitions for judicial review of this 
action must be filed in the United States 
Court of Appeals for the appropriate 
circuit by January 9, 2015. Filing a 
petition for reconsideration by the 
Administrator of this final rule does not 
affect the finality of this action for the 
purposes of judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 
such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. (See section 


307(b)(2)). 
List of Subjects in 40 CFR Part 52 


Environmental protection, Air 
pollution control, Incorporation by 
reference, Nitrogen dioxide, Ozone, 
Particulate matter, Reporting and 
recordkeeping requirements, Sulfur 
oxides, Volatile organic compounds. 


Authority: 42 U.S.C. 7401 et seq. 


Dated: October 27, 2014. 
Michelle Pirzadeh, 
Acting Regional Administrator, Region 10. 


For the reasons stated in the 
preamble, 40 CFR part 52 is amended as 
follows: 


PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 


a 1. The authority citation for part 52 
continues to read as follows: 


Authority: 42 U.S.C. 7401 et seq. 
Subpart C—Alaska 


w 2. In § 52.70, the table in paragraph (e) 
is amended by adding three entries at 
the end of the table for: ‘110(a)(2) 
Infrastructure Requirements—1997 
PM2.5s NAAQS.” “110(a)(2) 
Infrastructure Requirements—2006 
PM>5 NAAQS.”; and ‘110(a)(2) 
Infrastructure Requirements—2008 
Ozone NAAQS.” 

The additions read as follows: 


§52.70 Identification of plan. 
# * * * * 
(e) * * 4 


EPA-APPROVED ALASKA NONREGULATORY PROVISIONS AND QUASI-REGULATORY MEASURES 


Name of SIP provision 


Applicable geographic 
or non-attainment area 


State submittal 


date EPA Approval date 


Comments 








Section 110(a)(2) Infrastructure and Interstate Transport 





* * 


110(a)(2) Infrastructure Statewide 
Requirements—1997 
PM2.5 NAAQS. 

110(a)(2) Infrastructure 
Requirements—2006 
PM2.5 NAAQS. 


Statewide 


110(a)(2) Infrastructure Statewide 


Requirements—2008 
Ozone NAAQS. 


[FR Doc. 2014—26523 Filed 11—7—14; 8:45 am] 
BILLING CODE 6560-50-P 





* * * 


7/9/12 11/10/14 [Insert Fed- 
eral Register cita- 
tion]. 

11/10/14 [Insert Fed- 
eral Register cita- 
tion]. 


7/9/12, 3/29/11 


11/10/14 
[Insert Federal Reg- 
ister citation]. 


7/9/12, 3/29/11 


* * 


Approves SIP for purposes of CAA sections 
110(a)(2)(A), (B), (C), (D)(ii), (E), (F), (A), (J), 
(K), (L), and (M) for the 1997 PM2.s NAAQS. 

Approves SIP for purposes of CAA sections 
110(a)(2)(A), (B), (C), (D)(i)(II), (D)(ii), (E), 
(F), (H), (J), (K), (L), and (M) for the 2006 
PM>25 NAAQS. 

Approves SIP for purposes of CAA sections 
110(a)(2)(A), (B), (C), (D)(i)(II), (D)(ii), (E), 
(F), (G), (H), (J), (K), (L), and (M) for the 
2008 Ozone NAAQS 
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ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA—R04—OAR-201 4—0765; FRL-991 8-94-— 
Region 4] 


Approval and Promulgation of 
Implementation Plans; North Carolina; 
Approval of Revisions to Inspection 
and Maintenance (I/M) Regulations 
Within the North Carolina State 
implementation Plan; Correcting 
Amendment 


AGENCY: Environmental Protection 
Agency. 

ACTION: Direct final rule; correcting 
amendment. 





SUMMARY: On October 30, 2002, the 
Environmental Protection Agency (EPA) 
published a direct final rule in the 
Federal Register approving North 
Carolina State Implementation Plan 
(SIP) revisions, submitted through the 
North Carolina Department of 
Environment and Natural Resources (NC 
DENR), Division of Air Quality (DAQ), 
regarding the State’s enhanced 
inspection and maintenance (I/M) 
program. This correcting amendment 
corrects inadvertent errors for two rule 
titles in the regulatory text of EPA’s 
October 30, 2002, direct final rule. 
DATES: This action is effective 
November 10, 2014. 

ADDRESSES: Copies of the 
documentation used in the action being 
corrected are available for inspection 
during normal business hours at the 
following location: U.S. Environmental 
Protection Agency, Region 4, 61 Forsyth 
Street SW., Atlanta, Georgia 30303-— 
8960. The Regional Office’s official 
hours of business are Monday through 
Friday, 8:30 to 4:30, excluding Federal 
holidays. 

FOR FURTHER INFORMATION CONTACT: 
Nacosta C. Ward, Regulatory 
Development Section, Air Planning 
Branch, Air, Pesticides and Toxics 
Management Division, U.S. 
Environmental Protection Agency, 
Region 4, 61 Forsyth Street SW., 
Atlanta, Georgia 30303-8960. The 
telephone number is (404) 562-9140. 
Ms. Ward can also be reached via 
electronic mail at ward.nacosta@ 
epa.gov. 

SUPPLEMENTARY INFORMATION: This 
action corrects the titles for two North 
Carolina regulations that appear in 
North Carolina’s Identification of Plan at 
section 40 CFR 52.1770(c) under Table 
1, at Subchapter 2D Air Pollution 
Control Requirements, Section .1000 
Motor Vehicle Emissions Control 








Standard. The two titles that appear in 
Table 1 as approved in EPA’s direct 
final rulemaking on October 30, 2002 
(67 FR 66056), are Sect .1004 
‘Emissions Standards” and Sect .1005 
‘‘Measurement and Enforcement.” 
However, the rule titles should read 
Sect .1004 “‘Tailpipe Emission 
Standards for CO and HC” and Sect 
.1005 ‘On-Board Diagnostic Standards” 
as provided in the red-line/ 
strikethrough portion of NC DENR’s 
August 7, 2002, SIP revision. EPA is 
correcting these inadvertent errors by 
replacing the current titles for Sect 
.1004 and Sect .1005 with the correct 
titles into North Carolina’s 
Identification of Plan section of the 
Code of Federal Regulations (CFR) at 40 
CFR 52.1770(c). 

EPA has determined that this action 
falls under the ‘good cause’’ exemption 
in section 553(b)(3)(B) of the 
Administrative Procedure Act (APA) 
which, upon finding “good cause,” 
authorizes agencies to dispense with 
public participation where public notice 
and comment procedures are 
impracticable, unnecessary or contrary 
to the public interest. Public notice and 
comment for this action are unnecessary 
because this action to insert the correct 
titles in the CFR for Sect .1004 and Sect 
.1005 for North Carolina’s regulations 
has no substantive impact on EPA’s 
October 30, 2002, approval. The use of 
incorrect titles as printed for the two 
regulations in the regulatory text section 
of EPA’s direct final rule published on 
October 30, 2002, makes no substantive 
difference to EPA’s analysis as set out in 
the rule. In addition, EPA can identify 
no particular reason why the public 
would be interested in having the 
opportunity to comment on the 
corrections prior to this action being 
finalized, since this correcting 
amendment does not change the 
meaning of the regulations at issue or 
otherwise change EPA’s analysis of 
North Carolina’s enhanced I/M SIP 
revision. See 67 FR 66056. 

EPA also finds that there is good 
cause under APA section 553(d)(3) for 
these corrections to become effective on 
the date of publication of this action. 
Section 553(d)(3) of the APA allows an 
effective date less than 30 days after 
publication ‘‘as otherwise provided by 
the agency for good cause found and 
published with the rule.” 5 U.S.C. 
553(d)(3). The purpose of the 30-day 
waiting period prescribed in APA 
section 553(d)(3) is to give affected 
parties a reasonable time to adjust their 
behavior and prepare before the final 
rule takes effect. This rule, however, 
does not create any new regulatory 
requirements such that affected parties 


would need time to prepare before the 
rule takes effect. Rather, this rule merely 
corrects inadvertent errors for the two 
aforementioned rule titles contained in 
the North Carolina regulations which 
EPA approved on October 30, 2002. For 
these reasons, EPA finds good cause 
under APA section 553(d)(3) for this 
correction to become effective on the 
date of publication of this action. 


Statutory and Executive Order Reviews 


Under Executive Order 12866 (58 FR 
51735, October 4, 1993), this action is 
not a ‘‘significant regulatory action” and 
therefore is not subject to review by the 
Office of Management and Budget. For 
this reason, this action is also not 
subject to Executive Order 13211, 
“Actions Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use” (66 FR 28355, May 
22, 2001). This action merely corrects 
inadvertent errors for the two 
aforementioned rule titles contained in 
the North Carolina regulations which 
EPA approved on October 30, 2002, and 
it imposes no additional requirements 
beyond those imposed by state law. 
Accordingly, the Administrator certifies 
that this rule will not have a significant 
economic impact on a substantial 
number of small entities under the 
Regulatory Flexibility Act (5 U.S.C. 601 
et seq.). Because this rule merely 
corrects inadvertent errors for the two 
aforementioned rule titles contained in 
the North Carolina regulations which 
EPA approved on October 30, 2002, and 
does not impose any additional 
enforceable duty beyond that required 
by state law, it does not contain any 
unfunded mandate or significantly or 
uniquely affect small governments, as 
described in the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104-4). 


The SIP is not approved to apply on 
any Indian reservation land or in any 
other area where EPA or an Indian tribe 
has demonstrated that a tribe has 
jurisdiction. In those areas of Indian 
country, the rule does not have tribal 
implications as specified by Executive 
Order 13175 (65 FR 67249, November 9, 
2000), nor will it impose substantial 
direct costs on tribal governments or 
preempt tribal law. 

This rule also does not have 
Federalism implications because it does 
not have substantial direct effects on the 
states, on the relationship between the 
national government and the states, or 
on the distribution of power and 
responsibilities among the various 
levels of government, as specified in 
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Executive Order 13132 (64 FR 43255, 
August 10, 1999). This rule merely 
corrects inadvertent errors for the two 
aforementioned rule titles contained in 
the North Carolina regulations which 
EPA approved on October 30, 2002, and 
does not alter the relationship or the 
distribution of power and 
responsibilities established in the Clean 
Air Act (CAA). This rule also is not 
subject to Executive Order 13045 
“Protection of Children from 
Environmental Health Risks and Safety 
Risks”’ (62 FR 19885, April 23, 1997), 
because it is not economically 
significant. In addition, this rule does 
not involve technical standards, thus 
the requirements of section 12(d) of the 
National Technology Transfer and 
Advancement Act of 1995 (15 U.S.C. 
272 note) do not apply. This rule also 
does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501 et seq.). 


The Congressional Review Act, 5 
U.S.C. section 801 et seq., as added by 


the Small Business Regulatory 
Enforcement Fairness Act of 1996, 
generally provides that before a rule 
may take effect, the agency 
promulgating the rule must submit a 
rule report, which includes a copy of 
the rule, to each House of the Congress 
and to the Comptroller General of the 
United States. EPA will submit a report 
containing this rule and other required 
information to the U.S. Senate, the U.S. 
House of Representatives, and the 
Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘“‘major rule’ as 
defined by 5 U.S.C. 804(2). 


List of Subjects in 40 CFR Part 52 


Environmental protection, Air 
pollution control, Carbon monoxide, 
Incorporation by reference, 
Intergovernmental relations, Nitrogen 
dioxide, Ozone, Reporting and 
recordkeeping requirements, Volatile 
organic compounds. 


Dated: October 23, 2014. 
V. Anne Heard, 
Acting Regional Administrator, Region 4. 


40 CFR part 52 is amended as follows: 


PART 52—APPROVAL AND 
PROMULGATION OF 
IMPLEMENTATION PLANS 


a 1. The authority citation for part 52 
continues to read as follows: 


Authority: 42 U.S.C. 7401 et seq. 


Subpart Il—North Carolina 


w 2. Section 52.1770(c) is amended in 
Table 1, under ‘“‘Subchapter 2D Air 
Pollution Control Requirements”, 
“Section .1000 Motor Vehicle Emissions 
Control Standard” by revising the 
entries for ‘Sect .1004”’ and ‘‘Sect 
.1005”’ to read as follows: 


§ 52.1770 Identification of plan. 
* * * * * 
(c) zk *k * 


TABLE 1—EPA-APPROVED NORTH CAROLINA REGULATIONS 


State citation 


Title/Subject Sate ani 


EPA Approval date Explanation 


Subchapter 2D Air Pollution Control Requirements 


* * * 





Section .1000 Motor Vehicle Emissions Control Standard 








* * * 


* * 


SERRE AMIN oa hc ccigacgnstatsateatcctacciuastintes Tailpipe Emission Standards for 7/1/2002 11/10/2014 [Insert Federal Register 
CO and HC. citation]. 
SHOE, ORS yc cacsss cecincccduancctevancnactangersies On-Board Diagnostic Standards ..... 7/1/2002 11/10/2014 [Insert Federal Register 
citation]. 
. * % x SUMMARY: EPA is amending the list of DATES: This direct final rule is effective 


[FR Doc. 2014-26521 Filed 11—7—14; 8:45 am] 
BILLING CODE 6560-50-P 





ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 711 
[EPA—HQ-OPPT-2014-0347; FRL-9918-23] 
RIN 2070-AKO1 

Partial Exemption of Certain Chemical 


Substances From Reporting Additional 
Chemical Data 


AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Direct final rule. 





chemical substances that are partially 
exempt from reporting additional 
information under the Chemical Data 
Reporting (CDR) rule. EPA has 
determined that, based on the totality of 
information on the chemical substances 
listed in this document, the Agency has 
low current interest in their CDR 
processing and use information. EPA 
reached this conclusion after 
considering a number of factors, 
including: The risk of adverse human 
health or environmental effects, 
information needs for CDR processing 
and use information, and the 
availability of other sources of 
comparable processing and use 
information. 


January 9, 2015 without further notice, 
unless EPA receives adverse comment 
on or before December 10, 2014. If EPA 
receives written adverse comments, EPA 
will withdraw the applicable partial 
exemption in this direct final rule before 
its effective date. See also Unit II. of the 
SUPPLEMENTARY INFORMATION. 


ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number EPA—HQ—OPPT-2014-0347 by 
one of the following methods: 

e Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the online 
instructions for submitting comments. 
Do not submit electronically any 
information you consider to be 
Confidential Business Information (CBI) 
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or other information whose disclosure is 
restricted by statute. 

e Mail: Document Control Office 
(7407M), Office of Pollution Prevention 
and Toxics (OPPT), Environmental 
Protection Agency, 1200 Pennsylvania 
Ave. NW., Washington, DC 20460-0001. 

e Hand Delivery: To make special 
arrangements for hand delivery or 
delivery of boxed information, please 
follow the instructions at http:// 
www.epa.gov/dockets/contacts. html. 
Additional instructions on commenting 
or visiting the docket, along with more 
information about dockets generally, is 
available at http://www.epa.gov/ 
dockets. 


FOR FURTHER INFORMATION CONTACT: For 
technical information contact: Karen 
Hoffman, Chemical Control] Division 
(7405M), Office of Pollution Prevention 
and Toxics, Environmental Protection 
Agency, 1200 Pennsylvania Ave. NW., 
Washington, DC 20460-0001; telephone 
number: (202) 564-8158; email address: 
hoffman.karen@epa.gov. 

For general information contact: The 
TSCA-Hotline, ABVI-Goodwill, 422 
South Clinton Ave., Rochester, NY 
14620; telephone number: (202) 554— 
1404; email address: TSCA-Hotline@ 
epa.gov. 

SUPPLEMENTARY INFORMATION: 
I. Executive Summary 


A. What action is the Agency taking? 


This partial exemption eliminates an 
existing reporting requirement under 40 
CFR 711.6(b)(2). With this direct final 
rule, the following chemical substances 
are being exempted from reporting of 
the information described in 40 CFR 
711.15(b)(4): D-Fructose (Chemical 
Abstract Registry Number (CASRN) 57— 
48-7); 1,2,3-propanetricarboxylic acid, 
2-hydroxy-, sodium salt (1:3) (CASRN 
68—04—2); 1,2,3-propanetricarboxylic 
acid, 2-hydroxy- (CASRN 77-92-9); 
1,2,3-propanetricarboxylic acid, 2- 
hydroxy-, potassium salt (1:3) (CASRN 
866-84-2); corn, steep liquor (CASRN 
66071-—94-1); and soybean oil, 
epoxidized (CASRN 8013-—07-8). 

However, by existing terms at 40 CFR 
711.6, this partial exemption will 
become inapplicable to a subject 
chemical substance in the event that the 
chemical substance later becomes the 
subject of a rule proposed or 
promulgated under section 4, 5(a)(2), 
5(b)(4), or 6 of the Toxic Substances 
Control Act (TSCA); an enforceable 
consent agreement (ECA) developed 
under the procedures of 40 CFR part 
790; an order issued under TSCA 
section 5(e) or 5(f); or relief that has 
been granted under a civil action under 
TSCA section 5 or 7. 





B. Why is the Agency taking this action? 


This amendment is in response to 
four petition requests covering six 
chemical substances (Refs. 1, 2, 3, and 
4) submitted under 40 CFR 
711.6(b)(2)(iii)(A). EPA reviewed the 
information put forward in the petitions 
and additional information against the 
considerations listed at 40 CFR 
711.6(b)(2)(ii). EPA’s chemical 
substance-specific analysis is detailed in 
supplementary documents available in 
the docket under docket ID number 
EPA—HQ-OPPT-2014—-0347 (Refs. 5, 6, 
7, 8, 9, and 10). The Agency is adding 
these six chemical substances to the 
partially exempt chemical substances 
list because it has concluded that, based 
on the totality of information available, 
the CDR processing and use information 
for these chemical substances is of low 
current interest. 


C. What is the Agency’s authority for 
taking this action? 


This action is issued under the 
authority of TSCA, 15 U.S.C. 2600 et 
seq., to carry out the provisions of TSCA 
section 8(a), 15 U.S.C. 2607(a). Section 
8(a) of TSCA authorizes EPA to 
promulgate rules under which 
manufacturers of chemical substances 
and mixtures must submit such 
information as the Agency may 
reasonably require. The partial 
exemption list was established in 2003 
(Ref. 11) and can be found in 40 CFR 
7AGC6, 


D. What are the impacts of this action? 


There are no costs associated with 
this action and the benefits provided are 
related to avoiding potential costs. This 
partial exemption eliminates an existing 
reporting requirement without imposing 
any new requirements. See also the 
discussion in Unit V. 


E. Does this action apply to me? 


You may be potentially affected by 
this action if you manufacture (defined 
by statute at 15 U.S.C. 2602(7) to 
include import) the chemical substances 
contained in this direct final rule. The 
North American Industrial 
Classification System (NAICS) codes 
provided here are not intended to be 
exhaustive, but rather provide a guide to 
help readers determine whether this 
document applies to them. Potentially 
affected entities may include chemical 
manufacturers subject to CDR reporting 
of one or more subject chemical 
substances (NAICS codes 325 and 
324110), e.g., chemical manufacturing 
and petroleum refineries. 





F, What should I consider as I prepare 
my comments for EPA? 


1. Submitting CBI. Do not submit CBI 
to EPA through regulations.gov or email. 
Clearly mark the part or all of the 
information that you claim to be CBI. 
For CBI information in a disk or CD- 
ROM that you mail to EPA, mark the 
outside of the disk or CD-ROM as CBI 
and then identify electronically within 
the disk or CD-ROM the specific 
information that is claimed as CBI. In 
addition to one complete version of the 
comment that includes information 
claimed as CBI, a copy of the comment 
that does not contain the information 
claimed as CBI must be submitted for 
inclusion in the public docket. 
Information so marked will not be 
disclosed except in accordance with 
procedures set forth in 40 CFR part 2. 

2. Tips for preparing your comments. 
When preparing and submitting your 
comments, see the commenting tips at 
http://www.epa.gov/dockets/ 
comments.html. 


II. Direct Final Rule Procedures 


EPA is issuing this partial exemption 
as a direct final rule because it views 
this as a non-controversial action and 
anticipates no adverse comment. This 
direct final rule allows for comments to 
be submitted on or before December 10, 
2014. In any comment submitted, please 
specify whether the comment is adverse 
and whether it applies to a certain 
chemical substance or chemical 
substances or all of the chemical 
substances in the direct final rule. 

If EPA receives timely adverse 
comment, we will publish a withdrawal 
in the Federal Register informing the 
public that the amendments related to 
the adverse comment will not take 
effect. At that time, EPA may also issue 
a notice of proposed rulemaking 
respecting the addition of one or more 
of these chemical substances to the list 
of chemical substances that are exempt 
from reporting the information 
described in 40 CFR 711.15(b)(4). 

If EPA does not receive any timely 
adverse comment, this amendment will 
become effective as indicated under 
DATES without any further action by 
EPA. 


III. Petition Process and “Low Current 
Interest” Partial Exemption 


In 2003, EPA established a partial 
exemption for certain chemical 
substances for which EPA determined 
the processing and use information 
required in 40 CFR part 711 to be of 
“low current interest.” That provision 
enables the public to petition EPA to 
add or remove a chemical substance to 
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or from the list of partially exempt 
chemical substances. In determining 
whether the partial exemption should 
apply to a particular chemical 
substance, EPA considers the totality of 
information available for the chemical 
substance in question, including but not 
limited to information associated with 
one or more of the considerations listed 
at 40 CFR 711.6(b)(2) (ii). 

The addition of a chemical substance 
under this partial exemption will not 
necessarily be based on its potential 
risks. The addition is based on the 
Agency’s current assessment of the need 
for collecting CDR processing and use 
information for that chemical substance, 
based upon the totality of information 
considered during the petition review 
process. Additionally, interest in a 
chemical substance or a chemical 
substance’s processing and use 
information may increase in the future, 
at which time EPA will reconsider the 
applicability of a partial exemption for 
a chemical substance. 


IV. Rationale for These Partial 
Exemptions 

EPA is granting a partial exemption 
for: D-fructose (CASRN 57—48-7); 1,2,3- 
propanetricarboxylic acid, 2-hydroxy-, 
sodium salt (1:3) (CASRN 68—-4—2); 
1,2,3-propanetricarboxylic acid, 2- 
hydroxy-(CASRN 77—92-9); 1,2,3- 
propanetricarboxylic acid, 2-hydroxy-, 
potassium salt (1:3) (CASRN 866-—84-—2); 
corn, steep liquor (CASRN 66071-—94-1); 
and soybean oil, epoxidized (CASRN 
8013-07-8) because the Agency has 
concluded it has low current interest in 
the processing and use information for 
these chemical substances. EPA made 
these determinations based on our 
analysis of the totality of information on 
the six chemical substances, including 
information about the chemical 
substances relevant to the 
considerations defined at 40 CFR 
711.6(b)(2) (ii). EPA’s chemical 
substance-specific analysis is detailed in 
supplementary documents available in 
the docket under docket ID number 
EPA—HQ-OPPT-2014&0347 (Refs. 5, 6, 
7, 8, 9, and 10). 
V. Economic Impacts 

EPA has evaluated the economic 
consequences associated with amending 
the CDR partially exempt chemical 
substances list. Since this direct final 
rule creates a partial exemption from 
CDR reporting, without creating any 
new reporting or recordkeeping 
requirements, this action does not 
impose any new burden. Based on the 
currently approved Information 
Collection Request (ICR), the burden 
estimates for reporting processing and 





use information are 65.63 hours per 
submission. Based on 2012 CDR 
reporting, EPA estimates that 91 
submissions with manufacture volumes 
of 25,000 pounds or greater will be 
received for these 6 chemical substances 
in 2016 and subsequent reporting years. 
Eliminating the requirement to report 
processing and use information for these 
submissions results in a total burden 
savings of approximately 5,972 hours 
and $368,277 in future reporting cycles 
(Ref. 12). 


VI. References 


The following is a listing of the 
documents that are specifically 
referenced in this document. The docket 
includes these documents and other 
information considered by EPA, 
including documents that are referenced 
within the documents that are included 
in the docket, even if the referenced 
document is not physically located in 
the docket. For assistance in locating 
these other documents, please consult 
the technical person listed under FOR 
FURTHER INFORMATION CONTACT. 


1. Letter from Herbert Estreicher, Esq., Keller 
and Heckman LLP, to EPA, OPPT CDR 
Submission Coordinator, April 9, 2014. 
Docket ID number EPA—HQ-OPPT- 
2014-0347, regarding request for 
exemption of Epoxidized Soybean Oil 
from TSCA Chemical Data Reporting 
(CDR) processing and use information 
reporting requirements in 2016. 

2. Letter from Herbert Estreicher, Esq., Keller 
and Heckman LLP, to OPPT CDR 
Submission Coordinator, April 21, 2014. 
Docket ID number EPA—HQ-OPPT- 
2014-0347, regarding request for 
exemption of Citric Acid, Trisodium 
Citrate and Tripotassium Citrate from 
TSCA Chemical Data Reporting (CDR) 
processing and use information reporting 
requirements in 2016. 

3. Letter from Herbert Estreicher, Esq., Keller 
and Heckman LLP, to OPPT CDR 
Submission Coordinator, April 21, 2014. 
Docket ID number EPA—HQ-—OPPT- 
2014-0347, regarding request for 
exemption of Fructose from TSCA 
Chemical Data Reporting (CDR) 
processing and use information reporting 
requirements in 2016. 

4. Letter from Herbert Estreicher, Esq., Keller 
and Heckman LLP, to OPPT CDR 
Submission Coordinator, April 21, 2014. 
Docket ID number EPA—HQ-—OPPT- 
2014-0347, regarding request for 
exemption of Corn Steep Liquor from 
TSCA Chemical Data Reporting (CDR) 
processing and use information reporting 
requirements in 2016. 

5. EPA, OPPT. 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy-(CASRN 77-—92-9) 
Partial Exemption Analysis. October 
2014. 

6. EPA, OPPT. 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy-, sodium salt (1:3) 
CASRN 68-04-2) Partial Exemption 
Analysis. October 2014. 


7. EPA, OPPT. 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy-, potassium salt (1:3) 
(CASRN 866-84-2) Partial Exemption 
Analysis. October 2014. 

8. EPA, OPPT. D-Fructose (CASRN 57—48-7) 
Partial Exemption Analysis. October 
2014. 

9. EPA, OPPT. Corn, steep liquor (CASRN 
66071—94-1) Partial Exemption Analysis. 
October 2014. 

10. EPA, OPPT. Soybean oil, epoxidized 
(CASRN 8013-07-8). Partial Exemption 
Analysis. October 2014. 

11. EPA. TSCA Inventory Update Rule 
Amendments; Final Rule. Federal 
Register (68 FR 848, January 7, 2003) 
(I. RL-6767-4). 

12. EPA, OPPT. Cost Savings Estimate of 
Adding Six Chemicals to the 40 CFR 
711.6(b)(2)(iv) List of Chemical 
Substances. July 22, 2014. 


VII. Statutory and Executive Order 
Reviews 


A. Executive Order 12866: Regulatory 
Planning and Review and Executive 
Order 13563: Improving Regulation and 
Regulatory Review 


This action is not a significant 
regulatory action as defined by 
Executive Order 12866 (58 FR 51735, 
October 4, 1993). Accordingly, this 
action was not submitted to the Office 
of Management and Budget (OMB) for 
review under Executive Orders 12866 
and 13563 (76 FR 3821, January 21, 
2011). 


B. Paperwork Reduction Act (PRA) 


According to PRA, 44 U.S.C. 3501 et 
seq., an agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information 
that requires OMB approval under PRA, 
unless it has been approved by OMB 
and displays a currently valid OMB 
contro] number. The OMB control 
numbers for EPA regulations in title 40 
of the CFR, after appearing in the 
Federal Register, are listed in 40 CFR 
part 9, and included on the related 
collection instrument or form, as 
applicable. 

The information collection 
requirements related to CDR have 
already been approved by OMB 
pursuant to PRA under OMB control 
number 2070-0162 (EPA ICR No. 
1884.06). Since this action creates a 
partial exemption from that reporting, 
without creating any new reporting or 
recordkeeping requirements, this action 
does not impose any new burdens that 
require additional OMB approval. 


C. Regulatory Flexibility Act (RFA) 

I certify that this action will not have 
a significant economic impact on a 
substantial number of small entities 
under RFA, 5 U.S.C 601 et seq. In 
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making this determination, the impact 
of concern is any significant adverse 
economic impact on small entities, 
because the primary purpose of a final 
regulatory flexibility analysis is to 
identify and address regulatory 
alternatives that ‘minimize the 
significant economic impact on small 
entities’ 5 U.S.C. 604. Thus, an agency 
may certify that a rule will not have a 
significant economic impact on a 
substantial number of small entities if 
the rule has no net burden effect on the 
small entities subject to the rule. 

As indicated previously, EPA is 
eliminating an existing reporting 
requirement for the chemical substances 
identified in this document. In granting 
a partial exemption from existing 
reporting, this action will not have a 
significant economic impact on any 
affected entities, regardless of their size. 


D. Unfunded Mandates Reform Act 
(UMRA) 


This action does not contain any 
unfunded mandate as described in 
UMRA, 2 U.S.C. 1531-1538, and does 
not significantly or uniquely affect small 
governments. In granting a partial 
exemption from existing reporting, this 
action imposes no new enforceable duty 
on any State, local, or Tribal 
governments, or on the private sector. In 
addition, based on EPA’s experience 
with CDR under TSCA, State, local, and 
Tribal governments are not engaged in 
the activities that would require them to 
report chemical data under 40 CFR part 
711. 


E. Executive Order 13132: Federalism 


This action would not have a 
substantial direct effect on States, on the 
relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132 (64 FR 43255, 
August 10, 1999). 


F. Executive Order 13175: Consultation 
and Coordination With Indian Tribal 
Governments 


This action does not have Tribal 
implications because it is not expected 
to have substantial direct effects on 
Indian Tribes. This action does not 
significantly or uniquely affect the 
communities of Indian Tribal 


governments, nor involve or impose any 
requirements that affect Indian Tribes. 
Accordingly, the requirements of 
Executive Order 13175 (65 FR 67249, 
November 9, 2000) do not apply to this 
action. 


G. Executive Order 13045: Protection of 
Children From Environmental Health 
Risks and Safety Risks 


This action is not subject to Executive 
Order 13045 (62 FR 19885, April 23, 
1997), because this action does not 
address environmental health or safety 
risks disproportionately affecting 
children. 


H. Executive Order 13211: Actions That 
Significantly Affect Energy Supply, 
Distribution, or Use 

This action is not subject to Executive 
Order 13211 (66 FR 28355, May 22, 
2001), because this action is not 
expected to affect energy supply, 
distribution, or use. 


I. National Technology Transfer 
Advancement Act (NTTAA) 


Since this action does not involve any 
technical standards, NTTAA section 
12(d), 15 U.S.C. 272 note, does not 
apply to this action. 


J. Executive Order 12898: Federal 
Actions To Address Environmental 
Justice in Minority Populations and 
Low-Income Populations 


EPA has determined that this action 
will not have disproportionately high 
and adverse human health or 
environmental effects on minority or 
low-income populations because it does 
not affect the level of protection 
provided to human health or the 
environment. As such, this action does 
not entail special considerations of 
environmental justice related issues as 
delineated by Executive Order 12898 
(59 FR 7629, February 16, 1994). 


VIII. Congressional Review Act (CRA) 


Pursuant to the CRA, 5 U.S.C. 801 et 
seq., EPA will submit a report 
containing this action and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the action 
in the Federal Register. This action is 
not a “major rule” as defined by 5 
U.S.C. 804(2). 


List of Subjects 40 CFR Part 711 


Environmental protection, Chemicals, 
Hazardous substances, Reporting and 
recordkeeping requirements. 

Dated: November 3, 2014. 

James Jones, 
Assistant Administrator, Office of Chemical 
Safety and Pollution Prevention. 


Therefore, 40 CFR chapter | is 
amended as follows: 


PART 711—[AMENDED}] 


m 1. The authority citation for part 711 
continues to read as follows: 


Authority: 15 U.S.C. 2607(a). 


mw 2. In § 711.6, add in numerical order 
by CASRN number the following entries 
to Table 2 in paragraph (b)(2)(iv) to read 
as follows: 


§711.6 Chemical substances for which 
information is not required. 
* * * * * 

(b) - < - 

(2) se 

(iv) ee & 


TABLE 2—CASRN OF PARTIALLY 
EXEMPT CHEMICAL SUBSTANCES 


CASRN Chemical 

5748-7 eee D-fructose 

68-04-2 oe. 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy-, so- 
dium salt (1:3) 

FIO OHO ss siicnssscns 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy- 

866-84-2 oo... 1,2,3-Propanetricarboxylic 
acid, 2-hydroxy-, potas- 
sium salt (1:3) 

8013-07-86 ......... Soybean oil, epoxidized 

6607 1-94-1 ....... Corn, steep liquor 


* * * * * 


|FR Doc. 2014—26640 Filed 11-—7—14; 8:45 am] 
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DEPARTMENT OF JUSTICE 


28 CFR Part 58 

[Docket No: EOUST 105] 

RIN 1105-AB30 

Procedures for Completing Uniform 
Periodic Reports in Non-Small 


Business Cases Filed Under Chapter 
11 of Title 11 


AGENCY: Executive Office for United 
States Trustees (‘““EOUST’’), Justice. 


ACTION: Notice of proposed rulemaking. 





SUMMARY: The Department of Justice, 
through its component, EOUST, is 
issuing this notice of proposed 
rulemaking (Rule) pursuant to Section 
602 of the Bankruptcy Abuse Prevention 
and Consumer Protection Act of 2005 
(BAPCPA). The BAPCPA requires the 
Department to issue rules requiring 
uniform periodic reports (Periodic 
Reports) by debtors in possession or 
trustees in cases under chapter 11 of 
title 11. The BAPCPA requires the Rule 
to strike the best achievable practical 
balance between the reasonable needs of 
the public for information about the 
operational results of the Federal 
bankruptcy system, undue burden, and 
appropriate privacy concerns and 
safeguards. 


DATES: Written comments must be 
postmarked and electronic comments 
must be submitted on or before January 
9, 2015. Comments received by mail 
will be considered timely if they are 
postmarked on or before that date. The 
electronic Federal Docket Management 
System (FDMS) will accept comments 
until Midnight Eastern Time at the end 
of that day. 


ADDRESSES: To ensure proper handling 
of comments, please reference ‘Docket 
No. EOUST 105” on all electronic and 
written correspondence. The 
Department encourages that all 
comments be submitted electronically 
through www.regulations.gov using the 
electronic comment form provided on 
that site. An electronic copy of this 


document is also available at the 
www.regulations.gov Web site for easy 
reference. The proposed Periodic 
Reports mandated by this regulation, 
and their accompanying instructions, 
may be viewed on the United States 
Trustee Program’s Web site at http:// 
www.justice.gov/ust/eo/rules _ 
regulations/index.htm. Paper comments 
that duplicate the electronic submission 
are not necessary as all comments 
submitted to www.regulations.gov will 
be posted for public review and are part 
of the official docket record. Should 
you, however, wish to submit written 
comments via regular or express mail, 
they should be sent to the EOUST, 441 
G Street NW., Suite 6150, Washington, 
DC 20530. 

FOR FURTHER INFORMATION CONTACT: 
Ramona D. Elliott, Deputy Director/ 
General Counsel, Nan R. Eitel, Associate 
General Counsel for Chapter 11 Practice, 
or Larry Wahlquist, Office of the 
General Counsel, at (202) 307-1399 (not 
a toll-free number). 


SUPPLEMENTARY INFORMATION: 


Posting of Public Comments 


Please note that all comments 
received are considered part of the 
public record and made available for 
public inspection online at 
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name and 
address) voluntarily submitted by the 
commenter. 

You are not required to submit 
personal identifying information in 
order to comment on this Rule. 
Nevertheless, if you want to submit 
personal identifying information (such 
as your name and address) as part of 
your comment, but do not want it to be 
posted online, you must include the 
phrase “PERSONAL IDENTIFYING 
INFORMATION” in the first paragraph 
of your comment. You also must locate 
all the personal identifying information 
you do not want posted online in the 
first paragraph of your comment and 
identify what information you want 
redacted. 

If you want to submit confidential 
business information as part of your 
comment but do not want it to be posted 
online, you must include the phrase 
“CONFIDENTIAL BUSINESS 
INFORMATION” in the first paragraph 
of your comment. You also must 
prominently identify confidential 


business information to be redacted 
within the comment. If a comment has 
so much confidential business 
information that it cannot be effectively 
redacted, all or part of that comment 
may not be posted on 
www.regulations.gov. 

Personal identifying information and 
confidential business information 
identified and located as set forth above 
will be placed in the agency’s public 
docket file, but not posted online. If you 
wish to inspect the agency’s public 
docket file in person by appointment, 
please see the paragraph above entitled 
FOR FURTHER INFORMATION CONTACT. 


Discussion of the Rule 


The BAPCPA requires the Rule to 
strike the best achievable practical 
balance between: (1) The reasonable 
needs of the public for information 
about the operational results of the 
Federal bankruptcy system; (2) 
economy, simplicity, and lack of undue 
burden on persons with a duty to file 
these reports; and (3) appropriate 
privacy concerns and safeguards. These 
Periodic Reports are to be used by all 
chapter 11 debtors who do not qualify 
as a ‘‘small business debtor” as defined 
in the Bankruptcy Code at 11 U.S.C. 
101(51D). Pursuant to Section 435 of the 
BAPCPA, the Judicial Conference of the 
United States has developed a periodic 
report, entitled Official Form B 25C 
“Small Business Monthly Operating 
Report,” for use by small business 
debtors as defined by the Bankruptcy 
Code. See 11 U.S.C. 101(51D), 308. 

The administration of chapter 11 
bankruptcy cases is entrusted to the 
debtor in possession pursuant to 11 
U.S.C. 1107(a) or, if circumstances 
warrant, a trustee appointed pursuant to 
11 U.S.C. 1104. Debtors in possession 
and trustees must account for the 
receipt, administration, and disposition 
of all property; provide information 
concerning the estate and the estate’s 
administration as parties in interest 
request; and file periodic reports and 
summaries of a debtor’s business, 
including a statement of receipts and 
disbursements, and such other 
information as the United States Trustee 
or the United States Bankruptcy Court 
requires. 11 U.S.C. 1106(a)(1), 1107(a); 
Fed. R. Bankr. P. 2015 (a)(2), (a)(3). The 
periodic report filed prior to the 
confirmation of a plan of reorganization 
is generally known as the Monthly 
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Operating Report (MOR). The periodic 
report filed subsequent to the 
confirmation of a plan of reorganization 
is generally known as the Post- 
confirmation Report (PCR). 

Periodic reports are currently filed in 
bankruptcy courts across the country 
and, in each jurisdiction, they serve 
essentially the same purpose and 
convey the same information. The 
format of the reports and attachments, 
however, may vary from jurisdiction to 
jurisdiction. With the passage of the 
BAPCPA, Congress directed the 
Attorney General to draft rules creating 
nationally uniform forms for chapter 11 
periodic reports for non-small business 
cases. Congress mandated that certain 
data elements be included within the 
reports and granted the Attorney 
General the discretion to include 
additional data elements. The Attorney 
General delegated this authority to the 
Director of EOUST. In response to this 
congressional mandate, the Director 
publishes this Rule, which proposes to 
require debtors in possession and 
chapter 11 trustees in non-small 
business cases to utilize forms 
developed to produce nationally 
uniform periodic reports rather than the 
local reports currently in effect. When 
finalized, this Rule will not impose 
requirements on the general public; it 
imposes requirements only upon 
chapter 11 debtors in possession and 
trustees who are supervised by United 
States Trustees. 

UST Form 11—MOR and UST Form 
11-PCR are the uniform Periodic 
Reports forms required by this Rule. The 
data elements in UST Form 11—MOR 
that are required by Congress are 
numbered (1)-(4), (8), and (9). In UST 
Form 11—PCR, Congress required data 
element number (4); all other data 
elements have been included in the 
EOUST’s discretion via the Attorney 
General’s delegation of authority. The 
Periodic Reports that are prepared using 
these forms will facilitate the review of 
a debtor in possession’s or trustee’s case 
administration, which will assist in 
maintaining the public’s trust in the 
bankruptcy system. 

The information collected by UST 
Form 11—MOR will be utilized by the 
court, creditors, the United States 
Trustee and other parties in interest to 
evaluate a chapter 11 debtor’s progress 
through the bankruptcy system, 
including the likelihood of a plan of 
reorganization being confirmed and 
whether the case is being prosecuted in 
good faith. Specifically, information 
collected by UST Form 11—MOR will 
assist the court and parties in interest in 
ascertaining the following: (1) Whether 
there is a substantial or continuing loss 


to or diminution of the bankruptcy 
estate; (2) whether there is a reasonable 
likelihood of rehabilitation; (3) whether 
there exists gross mismanagement of the 
bankruptcy estate; (4) whether the 
debtor may have violated a cash 
collateral order or other order of the 
bankruptcy court; (5) whether the debtor 
is timely paying postpetition taxes; (6) 
whether the debtor is engaging in the 
unauthorized disposition of assets 
through sales or otherwise; (7) whether 
the debtor is complying with its 
obligation to maintain appropriate 
insurance so as to avoid a risk to the 
estate or to the public; (8) whether the 
debtor is complying with its obligation 
to pay fees due under 28 U.S.C. 1930; 
and, (9) in the case of an individual 
debtor, if applicable, whether the debtor 
is complying with his or her obligation 
to pay domestic support obligations, 
This information contributes to the 
decision by the United States Trustee, or 
by a creditor or some other party in 
interest, to file a motion to dismiss the 
bankruptcy case or seek conversion of 
the case to a case under chapter 7. See, 
é.g., 11 U.S.C. 1112(b)(4)(A), (B), (C), 
(D), (E), (), 0), (KX), and (P). 

The information collected by UST 
Form 11—PCR will be utilized to 
evaluate whether a chapter 11 debtor is 
performing as anticipated under a 
confirmed plan. Specifically, 
information collected by UST Form 11- 
PCR will assist the court and parties in 
interest in ascertaining the following: (1) 
Whether a debtor is able to effect 
substantial consummation of a 
confirmed plan; (2) whether the debtor 
is or is not in material default under a 
confirmed plan; and (3) whether the 
debtor is paying fees required under 28 
U.S.C. 1930. If the debtor fails to 
perform under the confirmed plan, the 
United States Trustee, creditors, or other 
parties in interest may bring an 
appropriate motion to dismiss the case, 
revoke a confirmed plan, or convert the 
case to a case under chapter 7. See 11 
U.S.C. 1112(b)(4)(K), (M), and (N); 11 
U.S.C. 1144. 

The use of these Periodic Reports will 
accomplish Congress’s mandate to 
develop uniform forms for periodic 
reports as directed in the BAPCPA. The 
Periodic Reports will include all of the 
types of information required to be 
collected under the statute. Much of that 
information is already collected in the 
current forms, but not in a way that 
facilitates the national compilation of 
the data. Because the Periodic Reports 
will be uniform, they may be data- 
enabled to facilitate the national 
compilation of the data delineated in 
the statute. This will facilitate an 
evaluation of the efficiency and 


practicality of the bankruptcy system, 
and may also assist Congress when 
making policy decisions, without 
imposing significant additional burdens 
upon trustees and debtors in possession. 
Moreover, the Periodic Reports will 
include sufficient information to inform 
creditors and other interested persons of 
the debtor’s financial affairs, but they 
are still concise enough so as to provide 
ready, meaningful access to the 
information through the Internet or 
other means. 

Periodic Reports shall be filed as a 
“smart form’”’ with the United States 
Bankruptcy Court in which the chapter 
11 case is pending via the court’s Case 
Management/Electronic Case Filing 
System (CM/ECF). A “smart form” is a 
document that is data-enabled. When 
the document is saved into the industry 
standard Portable Document Format 
(PDF), stored data tags are then available 
for extraction and searching. When a 
form is not data-enabled, where the PDF 
is simply an image of the form, the data 
is not uniformly available for searching 
or extraction. The data-enabled form 
builds upon the existing Adobe PDF/A 
standard (Version 1.4). Once the 
Periodic Reports are finalized, debtors 
in possession, chapter 11 trustees, and 
members of the public may obtain blank 
‘smart form’”’ Periodic Reports from the 
United States Trustee Program Web site 
at www.justice.gov/ust. 

The Periodic Reports, once filed in an 
active bankruptcy case by a debtor in 
possession or trustee, will be available 
to the general public at the office of the 
clerk of the United States Bankruptcy 
Court where a case is pending during 
the hours established by the bankruptcy 
court clerk. Members of the public 
should contact the clerk’s office of 
individual United States Bankruptcy 
Courts to obtain information about the 
policies and procedures for inspection 
of Periodic Reports filed in any 
particular case. Periodic Reports filed in 
cases are also available through the 
Internet by accessing the Web site for 
the Administrative Office of the United 
States Courts known as Public Access to 
Court Electronic Records (PACER) at 
www.pacer.psc.uscourts.gov. In order to 
access court records through PACER, 
users must register and obtain a user 
name and password. In addition, users 
must pay a fee for obtaining records 
through PACER. 


Executive Orders 12866 and 13563— 
Regulatory Review 


This Rule has been drafted and 
reviewed in accordance with Executive 
Order 12866, “Regulatory Planning and 
Review” section 1(b), Principles of 
Regulation and in accordance with 
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Executive Order 13563 “‘Improving 
Regulation and Regulatory Review” 
section 1(b) General Principles of 
Regulation. The Department has 
determined that this Rule is not a 
“significant regulatory action”’ and, 
accordingly, this Rule has not been 
reviewed by the Office of Management 
and Budget (OMB). 

The costs considered in this 
regulation include the time incurred by 
chapter 11 debtors and trustees to 
complete the Periodic Reports. This 
information is already collected in most 
districts through locally generated 
report forms. Additional costs, if any, 
should be negligible. 

It is estimated that the cost to the 
government for developing these 
Periodic Reports is approximately 
$67,000. The estimated cost to develop 
a system to store information extracted 
from these reports and to analyze the 
data is approximately $208,000. Over 
the next several years, the EOUST 
anticipates utilizing base resources 
available for information technology to 
meet the costs associated with 
developing the Periodic Reports and a 
system to store the information 
extracted from the reports. There will be 
no additional cost to the government or 
to the public. In fact, this Rule will 
reduce the costs to the government in 
reviewing and analyzing the 
information submitted by chapter 11 
debtors in possession and chapter 11 
trustees. Because the Periodic Reports 
will be data enabled, the current system 
of manual review and analysis will be 
replaced by a less time intensive, more 
automated process. 


Executive Order 13132 


This Rule will not have a substantial 
direct effect on the States, on the 
relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Therefore, in 
accordance with Executive Order 13132, 
it is determined that this Rule does not 
have sufficient federalism implications 
to warrant the preparation of a 
Federalism Assessment. 


Regulatory Flexibility Act 


In accordance with the Regulatory 
Flexibility Act (5 U.S.C. 605(b)), the 
Director has reviewed this Rule and by 
approving it certifies that it will not 
have a significant economic impact on 
a substantial number of small entities. 
This certification is based upon the fact 
that chapter 11 small business debtors 
are not required to complete these 
Periodic Reports. Pursuant to Section 
435 of the BAPCPA, the Judicial 


Conference of the United States has 
developed a periodic report, entitled 
Official Form B 25C ‘Small Business 
Monthly Operating Report, for use by 
small business debtors as defined by the 
Bankruptcy Code. See 11 U.S.C. 
101(51D), 308. 


Paperwork Reduction Act 


These Periodic Reports are associated 
with an open bankruptcy case. 
Therefore, the exemption under 5 CFR 
1320.4(a)(2) applies. 


Unfunded Mandates Reform Act of 
1995 


This Rule does not require the 
preparation of an assessment statement 
in accordance with the Unfunded 
Mandates Reform Act of 1995, 2 U.S.C. 
1531. This Rule does not include a 
federal mandate that may result in the 
annual expenditure by State, local, and 
tribal governments, in the aggregate, or 
by the private sector, of more than the 
annual threshold established by the Act 
($123 million in 2005, adjusted 
annually for inflation). Therefore, no 
actions were deemed necessary under 
the provisions of the Unfunded 
Mandates Reform Act of 1995. 


Small Business Regulatory Enforcement 
Fairness Act of 1996 


This Rule is not a major rule as 
defined by section 804 of the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, 5 U.S.C. 801 et 
seq. This Rule will not result in an 
annual effect on the economy of $100 
million or more; a major increase in 
costs or prices; or significant adverse 
effects on competition, employment, 
investment, productivity, and 
innovation; or on the ability of United 
States-based companies to compete with 
foreign-based companies in domestic 
and export markets. 


Privacy Act Statement 


28 U.S.C. 589b authorizes the 
collection of the information in the 
Periodic Reports. As part of the debtor 
in possession’s or trustee’s reporting 
obligations, the United States Trustee 
will review the information contained 
in these reports. The United States 
Trustee will not share the information 
with any other entity unless authorized 
under the Privacy Act, 5 U.S.C. 552a et 
seq. EQUST has published a System of 
Records Notice that delineates the 
routine use exceptions authorizing 
disclosure of information. See 71 FR 
59818, 59819 (Oct. 11, 2006), JUSTICE/ 
UST-001, ‘“‘Bankruptcy Case Records 
and Associated Files.’’ Providing this 
information is mandatory under 11 
U.S.C. 704. 


List of Subjects in 28 CFR Part 58 
Bankruptcy; Trusts and Trustees 


For the reasons set forth in the 
preamble, 28 CFR part 58 is proposed to 
be amended as set forth below. 


PART 58—[AMENDED] 


w 1. The authority citation for Part 58 
continues to read as follows: 


Authority: 5 U.S.C. 301, 552; 11 U.S.C. 
109(h), 111, 521(b), 727(a)(11), 1141(d)(3), 
1202; 1302, 1328(g); 28 U.S.C. 509, 510, 586, 
589b. 


mw 2. Add § 58.8 to read as follows: 


§58.8 Uniform Periodic Reports in Cases 
Filed Under Chapter 11 of Title 11. 

(a) Scope. The requirements of this 
section apply to all chapter 11 debtors 
who do not qualify as a “‘small business 
debtor’ under 11 U.S.C. 101(51D). 

(b) UST Form 11-MOR, Monthly 
Operating Report. Debtors in possession 
(debtor) and chapter 11 trustees (trustee) 
must file with the court and serve upon 
the United States Trustee, each member 
of any Official Committee of Unsecured 
Creditors, and any governmental unit 
charged with responsibility for 
collection or determination of any tax 
arising out of such operation, monthly 
operating reports using UST Form 11- 
MOR (MOR). The MOR must contain 
the following: 

(1) Information about the industry 
classification, published by the 
Department of Commerce, for the 
businesses conducted by the debtor; 

(2) Length of time the case has been 
pending; 

(3) Number of full-time employees as 
of the date of the order for relief and at 
the end of each reporting period since 
the case was filed; 

(4) Cash receipts, cash disbursements, 
and profitability of the debtor for the 
most recent period and cumulatively 
since the date of the order for relief; 

(5) Asset and liability status as of the 
end of the reporting period; 

(6) Assets sold or transferred outside 
the ordinary course of business (with or 
without court approval) during the 
reporting period and cumulatively since 
the date of the order for relief; 

(7) Income statement, commonly 
referred to as a Statement of Operations; 
(8) All professional fees approved by 
the court in the case for the most recent 
period and cumulatively since the date 

of the order for relief (separately 
reported, for the professional fees 
incurred by or on behalf of the debtor, 
between those that would have been 
incurred absent a bankruptcy case and 
those not); 

(9) Information on whether tax returns 
and tax payments since the date of the 
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order for relief have been timely filed 
and made; 

(10) Payments made on pre-petition 
debt, other than in the normal course of 
business, to secured creditors or lessors; 

(11) Payments made outside the 
ordinary course of business without 


court approval; 
(12) Payments made to or on behalf of 


insiders; 

(13) Postpetition borrowing; 

(14) Insurance information, including 
workers’ compensation, casualty/ 
property, and general liability; 

(15) Information on whether 
disclosure statements and plans of 
reorganization have been filed with the 
court; and 

(16) Information regarding the 
payment of quarterly fees to the United 
States Trustee. 

(c) Individual chapter 11 debtors. 
Individual chapter 11 debtors, in 
addition to the other provisions of the 
MOR, must complete Part 8 reserved for 
individual debtors, which includes the 
following: 

(1) Total income during the reporting 
period, including income from salary, 
wages, self-employment, and any other 
source; 

(2) Total expenses during the 
reporting period, including expenses 
related to self-employment, and unusual 
or significant unanticipated expenses; 

(3) Difference between total income 


and total expenses; 
(4) Debts that are not related to self- 


employment that were incurred since 
the petition filing date, which are past 
due; and 

(5) Statement of whether all domestic 
support obligation payments required 
under 11 U.S.C. 1129(a)(14) have been 
paid. 

(d) Supporting MOR documents. At 
the discretion of the United States 
Trustee, the debtor or trustee may be 
required to submit to the United States 
Trustee, creditors’ committee, or any 
party in interest the following 
documentation: 

(1) Statement of Cash Receipts and 
Disbursements that shows all cash 
receipts and cash disbursements for all 
bank and investment accounts; 

(2) Balance Sheet containing the 
summary and detail of the assets, 
liabilities, and equity (net worth) or 
deficit of the debtor. The debtor’s pre- 
petition liabilities and retained earnings 
must be reported separately from the 
debtor’s postpetition liabilities and 
retained earnings; 

(3) Statement of Operations (Profit or 
Loss Statement) that compares the 
debtor’s actual performance with 
projected performance; 

(4) Accounts Receivable Aging, which 
is an aged summary of accounts 


receivable including total receivables, 
net of doubtful accounts; 

(5) Postpetition Liabilities Aging, 
which is an aged summary schedule of 
postpetition liabilities segregated by 
general payables, amounts owed to 
professionals, taxes, etc.; 

(6) Statement of Capital Assets that 
identifies the book value of all capital 
assets on the date of filing the petition, 
the book value at the beginning of the 
reporting period, any additions or 
deletions including depreciation, and 
the book value at the end of the 
reporting period; 

(7) Schedule of Payments to 
Professionals that identifies all fees and 
expenses for all professionals employed 
in the bankruptcy case; 

(8) Schedule of Payments to Insiders 
that includes all payments made by the 
debtor to any person or entity 
considered an insider under 11 U.S.C. 
101(31); 

(9) Bank Statements and Bank 
Reconciliations that reflect all bank 
accounts and banking transactions; 

(10) Descriptions of assets sold or 
transferred outside the ordinary course 
of business, and the terms of such sales 
or transfers; and 

(11) On a case by case basis, the 
United States Trustee may require the 
debtor or trustee to provide additional 
information including, but not limited 
to, cash disbursement register/ledger, 
statement of cash flows, real estate 
settlement documents, contracts or loan 
documents, and other records. In 
addition, other supporting 
documentation may be required if 
necessary to present a complete picture 
of the financial operations of the 
debtor’s business. 

(e) Deadlines for filing/submitting 
MOR. The MOR must be filed with the 
court and submitted to the United States 
Trustee on a monthly basis. Each MOR 
must be filed between the 21st day and 
the last day of the month immediately 
following the reporting period covered 
by the MOR. The precise deadline for 
filing the MOR is determined by the 
United States Trustee’s operating 
guidelines for the district in which the 
case is pending. The MOR must be filed 
every month until one of the following 
occurs: 

(1) The confirmation of a plan of 
reorganization; 

(2) The conversion of the case to 
chapter 7; or 

(3) The dismissal of the case. 

(f) UST Form 11-—PCR, Post- 
confirmation Report. Following the 
confirmation of a plan of reorganization, 
reorganized debtors and any trustees 
who have been charged with 
administering a confirmed plan must 


file with the court and serve upon the 
United States Trustee, and any 
governmental unit charged with 
responsibility for collection or 
determination of any tax arising out of 
such operation, post-confirmation 
reports using UST Form 11—PCR. The 
PCR must contain the following: 

(1) Date the petition was filed and the 
date of plan confirmation; 

(2) Summary of all post-confirmation 
amounts disbursed. This summary must 
be divided into disbursements during 
the most recent reporting period and 
total disbursements since the date of the 
confirmation order; 

(3) All pre-confirmation professional 
fees approved by the court in the case 
for the most recent period and 
cumulatively since the date of the order 
for relief (separately reported, for the 
professional fees incurred by or on 
behalf of the debtor, between those that 
would have been incurred absent a 
bankruptcy case and those not); 

(4) Information regarding the 
recoveries of holders of claims under 
confirmed plans. This information must 
be expressed in aggregate dollar values 
and, in the case of claims, as a 
percentage of total claims of the class 
allowed; 

(5) Information on whether a final 
decree has been entered or anticipated 
to be entered; and 

(6) Information regarding the payment 
of quarterly fees to the United States 
Trustee. 

(g) Deadlines for filing/submitting 
PCR. The PCR must be filed with the 
court and submitted to United States 
Trustee on a quarterly basis. Each PCR 
must be filed not later than the 21st day 
following the last day of the reporting 
(previous) quarter. The PCR must be 
filed every quarter until one of the 
following occurs: 

(1) The date of the final decree; 

(2) The conversion of the case to 
chapter 7; or 

(3) The dismissal of the case. 

(h) Accounting methods. Generally 
Accepted Accounting Principles 
(GAAP) are required to be used when 
completing these Periodic Reports, 
except as modified by the United States 
Trustee or by an order of the court. 
Additionally, the accrual basis method 
of accounting must be used unless the 
cash basis method was used by the 
debtor prior to filing the petition. In 
such cases, those sections of the 
Periodic Reports utilizing cash basis 
method must be clearly identified. 
Supporting documents must comply 
with GAAP as determined by the United 
States Trustee, such as Statement of 
Position 90-7, ‘Financial Reporting by 
Entities in Reorganization Under the 
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Bankruptcy Code,” as amended, when 
applicable, which was issued by the 
American Institute of Certified Public 
Accountants on November 19, 1990. 

(i) Certification of Periodic Reports’ 
accuracy. The Periodic Reports must be 
certified under penalty of perjury that 
they are true and accurate by an 
individual who is authorized under 
applicable law to certify on behalf of the 
debtor or trustee. The debtor’s or 
trustee’s attorney must maintain 
possession of the Periodic Reports with 
original signatures for five years, unless 
otherwise provided in local court rules. 
A pro se debtor must submit the 
Periodic Reports with original 
signatures to the Office of United States 
Trustee that is responsible for 
supervising the case. 

fi) Mandatory usage of Periodic 
Reports. The Periodic Reports must be 
utilized by debtors and trustees when 
completing their monthly operating 
reports or post-confirmation reports. All 
debtors and chapter 11 trustees serving 
in districts where a United States 
Trustee is serving must use the Periodic 
Reports in the administration of their 
cases, in the same manner and with the 
same content, as set forth in this Rule. 

(1) All Periodic Reports may be 
electronically or mechanically 
reproduced so long as the content and 
the form remain consistent with the 
Periodic Reports as they are posted on 
EOUST’s Web site; and 

(2) The Periodic Reports shall be filed 
via the United States Bankruptcy 
Courts’ Case Management/Electronic 
Case Filing System (CM/ECF) as a 
‘smart form,’’ meaning the reports are 
data-enabled. 

Dated: October 24, 2014. 

Clifford J. White III 

Director, Executive Office for United States 
Trustees. 

[FR Doc. 2014-25975 Filed 11—7-14; 8:45 am] 
BILLING CODE 4410-40-P 





ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA—R06-—OAR-2014—0700; FRL-9919-12- 
Region 6] 


Approval and Promulgation of 
Implementation Plans; Arkansas; 
Revisions for the Regulation and 
Permitting of Fine Particulate Matter 


AGENCY: Environmental Protection 
Agency. 
ACTION: Proposed rule. 


SUMMARY: The Environmental Protection 


Agency (EPA) is proposing to approve 





portions of three revisions to the 
Arkansas State Implementation Plan 
(SIP) submitted by the Arkansas 
Department of Environmental Quality 
on July 26, 2010; November 6, 2012; and 
September 10, 2014. Together, these 
three submittals update the Arkansas 
SIP such that the ADEQ has the 
authority to implement the current 
National Ambient Air Quality Standards 
(NAAQS) and regulate and permit 
emissions of fine particulate matter 
(particulate matter with diameters less 
than or equal to 2.5 micrometers (PM2.5)) 
and its precursors through the Arkansas 
PSD program. The September 10, 2014, 
submittal is a request for parallel 
processing of revisions proposed by the 
ADEQ on August 22, 2014. The EPA is 
proposing to find that the Arkansas 
Prevention of Significant Deterioration 
(PSD) New Source Review (NSR) SIP 
meets all Clean Air Act (CAA or the Act) 
requirements for PM>.5 PSD. EPA is also 
proposing to approve a portion of the 
December 17, 2007 SIP submittal for the 
PM>.5 NAAQS pertaining to interstate 
transport of air pollution and PSD. EPA 
is proposing these actions under section 
110 and part C of the CAA. 

DATES: Comments must be received on 
or before December 10, 2014. 
ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA—RO6— 
OAR-2014-0700, by one of the 
following methods: 

¢ www.regulations.gov. Follow the 
online instructions for submitting 
comments. 

e Email: Ms. Adina Wiley at 
wiley.adina@epa.gov. 

e Mail or Delivery: Ms. Adina Wiley, 
Air Permits Section (6PD-R), 
Environmental Protection Agency, 1445 
Ross Avenue, Suite 1200, Dallas, Texas 
75202-2733. 

Instructions: Direct your comments to 
Docket ID No. EPA—RO6—OAR-2014- 
0700. EPA’s policy is that all comments 
received will be included in the public 
docket without change and may be 
made available online at http:// 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBI) or other information 
the disclosure of which is restricted by 
statute. Do not submit information 
through http://www.regulations.gov or 
email, if you believe that it is CBI or 
otherwise protected from disclosure. 
The http://www.regulations.gov Web 
site is an ‘““anonymous access’’ system, 
which means that EPA will not know 
your identity or contact information 
unless you provide it in the body of 
your comment. If you send an email 


comment directly to EPA without going 
through http://www.regulations.gov, 
your email address will be 
automatically captured and included as 
part of the comment that is placed in the 
public docket and made available on the 
Internet. If you submit an electronic 
comment, EPA recommends that you 
include your name and other contact 
information in the body of your 
comment along with any disk or CD- 
ROM submitted. If EPA cannot read 
your comment due to technical 
difficulties and cannot contact you for 
clarification, EPA may not be able to 
consider your comment. Electronic files 
should avoid the use of special 
characters and any form of encryption 
and should be free of any defects or 
viruses. For additional information 
about EPA’s public docket, visit the EPA 
Docket Center homepage at http:// 
www.epa.gov/epahome/dockets.htm. 
Docket: The index to the docket for 
this action is available electronically at 
www.regulations.gov and in hard copy 
at EPA Region 6, 1445 Ross Avenue, 
Suite 700, Dallas, Texas. While all 
documents in the docket are listed in 
the index, some information may be 
publicly available only at the hard copy 
location (e.g., copyrighted material), and 
some may not be publicly available at 
either location (e.g., CBI). To inspect the 
hard copy materials, please schedule an 
appointment with the person listed in 
the FOR FURTHER INFORMATION CONTACT 
paragraph below or Mr. Bill Deese at 
214-665-7253. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Adina Wiley (6PD-R), Air Permits 
Section, Environmental Protection 
Agency, Region 6, 1445 Ross Avenue 
(6PD-R), Suite 1200, Dallas, TX 75202— 
2733. The telephone number is (214) 
665-2115. Ms. Wiley can also be 
reached via electronic mail at 
wiley.adina@epa.gov. 


SUPPLEMENTARY INFORMATION: 
Throughout this document whenever 
‘“‘we,” “us,” or ‘four’ is used, we mean 
EPA. 
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3. Interstate Transport of Air Pollution and 
PSD 
B. Impacts on Existing Federal 
Implementation Plan Clocks 
C. General Updates to the Arkansas SIP 
III. Proposed Action 
IV. Statutory and Executive Order Reviews 


I. Background for Our Proposed Action 


A. General Information on SIPs 


Section 110 of the CAA requires states 
to develop air pollution regulations and 
control strategies to ensure that air 
quality meets the National Ambient Air 
Quality Standards (NAAQS) established 
by the EPA. The NAAQS are established 
under section 109 of the CAA and 
currently address six criteria pollutants: 
Carbon monoxide, nitrogen dioxide, 
ozone, lead, particulate matter, and 
sulfur dioxide. A SIP is a set of air 
pollution regulations, control strategies, 
other means or techniques, and 
technical analyses developed by the 
state, to ensure that air quality in the 
state meets the NAAQS. It is required by 
section 110 and other provisions of the 
CAA. A SIP protects air quality 
primarily by addressing air pollution at 
its point of origin. SIPs can be extensive, 
containing state regulations or other 
enforceable documents, and supporting 
information such as emissions 
inventories, monitoring networks, and 
modeling demonstrations. Each state 
must submit regulations and control 
strategies to the EPA for approval and 
incorporation into the federally- 
enforceable SIP. 


B. Preconstruction Review and 
Permitting Programs 


The Act at section 110(a)(2)(C) 
requires SIPs to include preconstruction 
review and permitting programs 
applicable to certain new and modified 
stationary sources of air pollutants. 
These requirements apply in attainment 
and nonattainment areas and cover both 
major and minor new sources and 
modifications. Collectively, these SIP 
requirements are referred to as the New 
Source Review (NSR) SIP. The CAA 
NSR SIP program is composed of three 
separate programs: Prevention of 
significant deterioration (PSD), 
nonattainment new source review 
(NNSR), and Minor NSR. PSD is 
established in part C of title I of the 
CAA and applies in areas that meet the 
NAAQS—“attainment areas’’—as well 
as areas where there is insufficient 
information to determine if the area 
meets the NAAQS—‘‘unclassifiable 
areas.”’ The NNSR SIP program is 
established in part D of title 1 of the 
CAA and applies in areas that are 
designated as ‘“‘nonattainment areas’’ 
because they are not in attainment of the 


NAAQS. The Minor NSR SIP program 
addresses construction or modification 
activities for sources that will not emit, 
or have the potential to emit, above 
certain thresholds and thus do not 
qualify as ‘‘major.”’ Minor NSR applies 
regardless of the designation of the area 
in which a source is located. EPA 
regulations governing the criteria that 
states must satisfy for EPA approval of 
the NSR programs as part of the SIP are 
contained in 40 CFR sections 51.160- 
51.166. 


C. Summary of State Submittals 


The ADEQ submitted a collection of 
revisions to the Arkansas SIP on July 26, 
2010; November 6, 2012; and September 
10, 2014. Together, these revisions 
update the Arkansas SIP to implement 
the requirements of the 1997 and 2006 
PM>2.5 NAAQS, regulate emissions of 
PM>.s and its precursors through the 
Arkansas PSD program, and make 
general updates throughout the entirety 
of the Arkansas SIP to address grammar, 
formatting, and updates to incorporation 
by reference dates. Additionally, on 
December 17, 2007, Arkansas submitted 
a letter certifying that its SIP addressed 
the CAA requirements for interstate 
transport of air pollution (CAA 
110(a)(2)(D)(i)) for the 1997 PM> 5 
NAAQS. These SIP submittals are 
available in the electronic docket found 
in the www.regulations.gov Web site 
(Docket number EPA—RO6—OAR-2014— 
0700). 


1. The July 26, 2010 Submittal 


On December 5, 2008, the Arkansas 
Pollution Control and Ecology 
Commission (APC&EC) adopted 
revisions to the Regulation 19— 
Regulations of the Arkansas Plan of 
Implementation for Air Pollution 
Control. Governor Beebe submitted 
these regulations as a revision to the 
Arkansas SIP in a letter dated July 26, 
2010. On November 23, 2010, Teresa 
Marks, Director of Arkansas Department 
of Environmental Quality (ADEQ), 
provided a clarification letter regarding 
the July 26, 2010 submittal. This 
clarification letter was a resubmission of 
the SIP revision resulting from the 
previous submittal containing one 
incorrect hardcopy and electronic copy 
of the SIP revision. As part of this 
action, the EPA is addressing the 
following revisions contained in the 
July 26, 2010 submittal that were 
adopted on December 5, 2008, effective 
January 25, 2009: 

¢ Non-substantive revisions to 
Regulation 19, Chapter 1 to correct 
formatting, clarify the incorporation by 
reference dates, and clarify acronyms. 





e Substantive revisions to Regulation 
19, Chapter 2 to add new definition for 
“PM> 5” and “Title | modification” and 
to revise the definition of ‘‘Volatile 
organic compounds”. Non-substantive 
revisions to correct formatting, clarify 
the incorporation by reference dates, 
and clarify acronyms. 

e Non-substantive revisions to 
Regulation 19, Chapter 3 to correct 
formatting. 

¢ Non-substantive revisions to 
Regulation 19, Chapter 5 to correct 
formatting and clarify acronyms. 

¢ Non-substantive revisions to 
Regulation 19, Chapter 6 to correct 
formatting and clarify acronyms. 

e¢ Non-substantive revisions to 
Regulation 19, Chapter 7 to clarify 
incorporation by reference dates. 

e Non-substantive revisions to 
Regulation 19, Chapter 10 to correct 
formatting and clarify acronyms. 

¢ Non-substantive revisions to 
Regulation 19, Chapter 11 to correct 
formatting. 

e Non-substantive revisions to 
Regulation 19, Chapter 13 to correct 
formatting and clarify acronyms. 


2. The November 6, 2012 Submittal 


On June 22, 2012, the APC&EC 
adopted revisions to Regulation 9— 
Permit Fee Regulations, Regulation 19— 
Regulations of the Arkansas Plan of 
Implementation for Air Pollution 
Control, and Regulation 26— 
Regulations of the Arkansas Operating 
Air Permit Program. On October 26, 
2012, APC&EC adopted additional 
revisions to Regulation 19. Governor 
Beebe submitted these regulations as a 
revision to the Arkansas SIP in a letter 
dated November 6, 2012. As part of this 
action, the EPA is addressing the 
following revisions contained in the 
November 6, 2012 submittal that were 
adopted on June 22, 2012, and October 
26, 2012, effective July 9, 2012, and 
November 18, 2012, respectively: 

e Substantive revision to Regulation 
19, Chapter 1 to address greenhouse 
gases (GHGs). 

e Substantive revisions to Regulation 
19, Chapter 2 to add new definition for 
‘“‘CO> equivalent emissions” and revise 
the definition of “Federally regulated 
pollutant”. 


3. The September 10, 2014 Submittal 


On September 10, 2014, Teresa Marks, 
Director of the ADEQ, submitted a 
request for parallel processing of 
proposed AR SIP revisions to Regulation 
19—Regulations of the Arkansas Plan of 
Implementation for Air Pollution 
Control. As part of this action, the EPA 
is addressing the following revisions 
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contained in the September 10, 2014, 
request for parallel processing: 

e Substantive revisions to Regulation 
19, Chapter 2 to add a new definition for 
“PM>.s emissions”’ and to revise existing 
definitions for “NAAQS,” ‘‘particulate 
matter emissions,’ “‘PM>.s5,"’ and ‘“VOC”’ 
as well as other non-substantive 
revisions throughout the Definitions to 
correct formatting and grammar. 

e Substantive revisions to Regulation 
19, Chapter 5 to specify that no person 
shall cause or permit the construction or 
modification of equipment which would 
cause or allow any ambient air 
increment in the PSD program to be 
exceeded. 

e Substantive revisions to Regulation 
19, Chapter 9 to provide for the 
authority to regulate PM>.5 and its 
precursors through the Arkansas PSD 
program. 

e New Regulation 19, Appendix B to 
provide the National Ambient Air 
Quality Standards List. 


4, What is the EPA not addressing? 


States have the obligation to adopt 
and submit regulations for the EPA’s 
review and approval into the federally 
enforceable SIP. The EPA has an 
obligation under the CAA to address 
each submittal from the state. However, 
we are not obligated to address all 
portions of a submittal at once. Where 
the EPA determines that a provision is 
independent of another, we have the 
discretion to address the submitted 
provisions separately. Accordingly, the 
EPA is taking no action at this time on 
the following revisions submitted by the 
ADEQ. As indicated below, we have 
determined that each of the submitted 
provisions is separate from the PSD 
program and not necessary for PSD 
implementation. 

e The EPA is taking no action at this 
time on the Substantive revisions to 
Regulation 19, Chapter 4 to revise the 
Minor NSR permitting thresholds that 
were submitted on July 26, 2010. The 


action we are taking today will 
substantively revise the Arkansas PSD 
program to provide for regulation and 
permitting of PM>.5 and its precursors. 
We are also making non-substantive 
updates to the remainder of the 
Arkansas SIP. Our analysis today is not 
relevant to the Arkansas Minor NSR 
permitting program and the provisions 
on which we are reviewing and acting 
can operate separately from the 
Arkansas Minor NSR Program. 
Therefore, the EPA is taking no action 
on the substantive revisions to add 
provisions under the following new 
Sections: Reg. 19.414—Operational 
Flexibility-Applicant’s Duty to Apply 
for Alternative Scenarios; Reg. 19.415— 
Changes Resulting in No Emissions 
Increases; Reg. 19.416—Permit 
Flexibility; and Reg. 19.417— 
Registration; and the non-substantive 
revisions to correct formatting, clarify 
the incorporation by reference dates, 
and clarify acronyms. We note that the 
revisions to the Arkansas Minor NSR 
Program at Regulation 19, Chapter 4 
submitted on July 26, 2010, will be 
addressed separately by the EPA in a 
later action. 

e The EPA is taking no action at this 
time on the revisions to the Insignificant 
Activities List in Regulation 19, 
Appendix A that were submitted on July 
26, 2010 and November 6, 2012. 
Regulation 19, Appendix A is part of the 
Arkansas Minor NSR program and will 
be addressed with the pending revisions 
to Regulation 19, Chapter 4. 

e The EPA is taking no action at this 
time on the Fee Regulation provisions at 
Regulation 9, Chapter 5 submitted on 
November 6, 2012. The EPA will 
address the fee provisions in a separate 
action at a later time. The provisions on 
which we are reviewing and acting can 
operate independent of the fee 
provisions. Therefore, the EPA is taking 
no action on the substantive revisions to 
Regulation 9, Chapter 5 to replace the 


current Fee Regulation contained in the 
Arkansas SIP, which include 
substantive revisions to address fee 
requirements for carbon dioxide and 
methane, as well as, non-substantive 
revisions to correct formatting. 

e The EPA is taking no action at this 
time on the November 6, 2012, 
substantive revisions to Regulation 19, 
Chapter 4 to address GHGs in the 
Arkansas Minor NSR program. These 
revisions will be addressed with the 
remainder of the pending revisions to 
the Arkansas Minor NSR program at a 
later date. 

e The EPA is taking no action at this 
time on the November 6, 2012, 
substantive revisions to Regulation 26, 
Chapter 3 to address GHG permitting 
and the non-substantive revisions to 
Regulation 26, Chapter 4 to correct 
formatting and clarify the incorporation 
by reference dates. Regulation 26 is the 
Arkansas Title V program. 

e The EPA is taking no action at this 
time on the revisions to the Arkansas 
PSD Program to provide for GHG PSD 
PAL permitting adopted by the state on 
June 28, 2013, effective on July 27, 2013. 
These revisions were submitted to EPA 
on January 7, 2014. The submittal 
included revisions to the Arkansas 
Regulation 19, Chapter 9, sections 
19.904(A)(1), 19.904(E)(3), and 
19.904(G)(1). These revisions were 
solely to implement the GHG PSD PAL 
revisions. Since the Supreme Court of 
the United States rendered its decision 
on June 23, 2014, in Utility Air 
Regulatory Group (UARG) v. EPA (No. 
12-1146), the EPA does not find it 
appropriate to take action on provisions 
implementing permitting provisions for 
GHG PSD PALs at this time. The EPA 
will address this submittal from the 
state in a separate action at a later date. 

The following table summarizes 
which regulatory provisions the EPA is 
taking action on in today’s proposed 
approval. 


TABLE 1—SUMMARY OF THE INDIVIDUAL REVISIONS TO EACH SECTION EVALUATED 






Section 


Regulation 9, Chapter 5 


fa 


Regulation 19, Chapter 1 


Regulation 19, Chapter 2 





Title 


Air Permit Fees ...........cccccccccceee 


Title, Intent, and Purpose 


Definitions .... 







Date submitted to 
P 


m 
> 


November 6, 2072 .. 





July 26, 2010 ........... 


Adopted by State 


June 22, 2012 and 
October 26, 2012. 


December 5, 2008 .. 










Comments 


No action at this time. 








Evaluated in this action. 

















November 6, 2012 .. 


—— 


July 26, 2010 








November 6, 2012 .. 















June 22, 2012 and 
October 26, 2012. 


December 5, 2008 .. 


June 22, 2012 and 
October 26, 2012. 





Evaluated in this action. 






Evaluated in this action. 








Evaluated in this action. 








66666 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Proposed Rules 











TABLE 1—SUMMARY OF THE INDIVIDUAL REVISIONS TO EACH SECTION EVALUATED—Continued 


Date —_— to Adopted by State 


Section 


Regulation 19, Chapter 3 


Regulation 19, Chapter 4 


Regulation 19, Chapter 5 


Title 


September 10, 2014 
request for par- 
allel processing. 


Comments 





ame Evaluated in this action. 


August 22, 2014 










—_ 


Protection of the National Am- 
bient Air Quality Standards. 





July 26, 2010 









December 5, 2008 .. | Evaluated in this action. 








September 10, 2014 
request for par- 
allel processing. 


Minor Source Review July 26, 2010 





August 22, 2014 Evaluated in this action. 







December 5, 2008 .. | No action at this time. 











November 6, 2012 .. 





General Emissions Limitations 
Applicable to Equipment. 


request for par- 
allel processing. 









June 22, 2012 and No action at this time. 


October 26, 2012. 











Regulation 19, Chapter 6 
Regulation 19, Chapter 7 


Regulation 19, Chapter 8 


Regulation 19, Chapter 9 


Regulation 19, Chapter 10 


Upset and Emergency Condi- 
tions. 


Sampling, Monitoring, and Re- 
porting Requirements. 


111(D) Designated Facilities ... 





Not part of the Arkansas SIP. 





Prevention of Significant Dete- | July 26, 2010 


rioration. 


December 5, 2008 .. | Approved by EPA on April 2, 


2013, at 78 FR 19596. 





November 6, 2012 .. | June 22, 2012 and 


Approved by EPA on April 2, 


October 26, 2012. 2013, at 78 FR 19596. 





January 7, 2014 


September 10, 2014 
request for par- 
allel processing. 


June 28, 2014 


No action at this time. 


August 22, 2014 Evaluated in this action. 





Regulations for the Control of 
Volatile Organic Compounds 
in Pulaski County. 


July 26, 2010 ........ Tee 5, 2008 .. 





Evaluated in this action. 


Evaluated in this action. 
a Ge ee ee ee 
Evaluated in this action. 


Approved by EPA on April 17, 
2014, at 78 FR 21631. 





Regulation 19, Chapter 11 ....... Major Source Permitting Pro- | July 26, 2010 .......... December 5, 2008 .. 
cedures. 

Regulation 19, Chapter 13 ....... Stage | Vapor Recovery .......... July 26, 2010 .......... December 5, 2008 .. 

Regulation 19, Chapter 14 ....... CAIR NOx Ozone Season | July 26, 2010 .......... December 5, 2008 .. 
Trading Program General 
Provisions. 

Regulation 19, Chapter 15 ....... Regional HaZe ............ cece July 26,2010: ......:... December 5, 2008 .. 


Regulation 19, Appendix A 


Regulation 19, Appendix B 





Regulation 26, Chapter 3 


Insignificant Activities List July 26, 2010 


Approved by EPA on March 
12, 2012, at 77 FR 14604. 





December 5, 2008 .. | No action at this time. 





November 6, 2012 .. 


September 10, 2014 
request for par- 
allel processing. 


National Ambient Air Quality 
Standards List. 





June 22, 2012 and 
October 26, 2012. 


August 22, 2014 Evaluated in this action. 





Requirements for a Permit, Ap- | November 6, 2012 .. 


plicability. 





June 22, 2012 and No action at this time. 


October 26, 2012. 
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TABLE 1—SUMMARY OF THE INDIVIDUAL REVISIONS TO EACH SECTION EVALUATED—Continued 









Section 


Regulation 26, Chapter 4 





We have evaluated the July 26, 2010, 
November 6, 2012, and September 10, 
2014, SIP submissions for whether they 
meet the CAA and 40 CFR Part 51, and 
are consistent with the EPA’s 
interpretation of the relevant provisions. 
Today’s proposed action and the 
accompanying Technical Support 
Document (TSD) present our rational for 
proposing approval of these regulations 
as meeting the minimum federal 
requirements for the adoption and 
implementation of the NAAQS and 
required PSD permitting elements. The 
EPA is parallel processing the revisions 
proposed on August 22, 2014, based on 
the request submitted on September 10, 
2014. This means that the EPA is 
proposing approval at the same time 
that the ADEQ is completing the public 
comment and rulemaking process at the 
state level. The September 10, 2014, SIP 
revision request will not be complete 
and will not meet all the adequacy 
criteria until the state public process is 
complete and the SIP revision is 
submitted as a final adoption with a 
letter from the Governor or Governor’s 
designee. The EPA is proposing to 
approve the SIP revision request after 
completion of the state public process 
and final submittal. 


II. The EPA’s Analysis of the State 
Submittals 


A. Revisions to the Arkansas PSD 
Program To Address PM> 5 Permitting 


The ADEQ adopted revisions to the 
Arkansas SIP and the Arkansas PSD 
Program on August 22, 2014. The ADEQ 
submitted these adopted revisions to the 
EPA for parallel processing on 
September 10, 2014. These ADEQ 
revisions address the regulatory 
requirements of the EPA’s 
implementation rules for the 1997 and 
2006 PM>.5 NAAQS as applicable to the 
State’s general regulatory program and 
its PSD permitting program. 
Specifically, the EPA promulgated two 
rules establishing both required and 
optional implementation regulations for 
PM>.s5: The May 16, 2008 final rule for 
Implementation of the New Source 
Review (NSR) Program for Particulate 
Matter Less than 2.5 Micrometers 
(PM>s5) (referred to as the NSR PM2s5 
Implementation Rule), 73 FR 28321, and 
the October 20, 2010 final rule for 


; Date submitted to 


Applications for Permits ........... 


November 6, 2012 .. 





Prevention of Significant Deterioration 
(PSD) for Particulate Matter Less than 
2.5 Micrometers (PM>.s)—Increments, 
Significant Impact Levels (SILs) and 
Significant Monitoring Concentration 
(SMC) (referred to as the PM2.5 PSD 
Increments—SILs—SMC Rule), 75 FR 
64864. Today’s proposed action and the 
accompanying Technical Support 
Document (TSD) present our rationale 
for proposing approval of this 
submission as part of the Arkansas PSD 
SIP by finding that the Arkansas PSD 
SIP includes the requirements to 
address these two rulemakings 
concerning the PM> 5 NAAQS.! 


1. The NSR PM> 5 Implementation Rule 


a. How does the September 10, 2014, 
revision to the Arkansas PSD program 
address the requirements of the NSR 
PM>.5 Implementation Rule? 

The EPA’s final NSR PM2.5 
Implementation Rule required states to 
submit applicable SIP revisions to the 
EPA no later than May 16, 2011, to 
address this Rule’s PSD and NNSR SIP 
requirements. Based on the analysis 
presented below and in our 
accompanying TSD, the EPA is 
proposing to find that the September 10, 
2014, revision to the Arkansas PSD SIP 
includes all of the PSD requirements of 
the 2008 final NSR PM>.; 
Implementation Rule for the following 
reasons: 

(1) Regulation of Direct PM>2.5 and 
Precursors: The Arkansas SIP at 
Regulation 19, Chapter 3 and Appendix 
B gives the ADEQ the authority to 
implement the 2006 PM2>,; NAAQS for 
purposes of PSD. Further, the 
September 10, 2014, revisions to the 
definition of “Regulated NSR pollutant”’ 
at Regulation 19.903(B) identify that 
direct emissions of PM2.s and its 
precursors, NOx and SOs», are regulated 
under the Arkansas PSD program. 

(2) Establish SERs: The Arkansas PSD 
program at Regulation 19.904(A)(2) 
incorporates by reference the significant 
emission rates for direct PM2.s emissions 
and precursors of PM>5 as promulgated 
by EPA at 40 CFR 52.21(b)(23) on May 
16, 2008. 


! There are no PM>2.5 nonattainment areas in 
Arkansas; therefore ADEQ is not required to adopt 
or submit a NNSR program for PM> 5 
implementation as part of the Arkansas SIP. 


Adopted by State 


June 22, 2012 and 
October 26, 2012. 







Comments 


No action at this time. 





(3) Condensable PMjo/PM>.5 
Emissions: The Arkansas PSD program 
includes condensable emissions of PM; 
and PM2.s for purposes of PSD 
permitting at Regulation 19.903(B)(6). 
The language submitted on September 
10, 2014, is consistent with the federal 
requirements promulgated on May 16, 
2008 at 40 CFR 51.166(b)(49)(vi) and 
corrected by EPA on October 25, 2012 
at 40 CFR 51.166(b)(49)(i)(a). 


b. Litigation on the May 16, 2008 PMs 
NSR Implementation Rule 


On January 4, 2013, the U.S. Court of 
Appeals, in Natural Resources Defense 
Council v. EPA, 706 F.3d 428 (D.C. Cir.), 
issued a judgment that remanded the 
EPA’s 2007 and 2008 rules 
implementing the 1997 PM>; NAAQS, 
including the NSR PM>.; 
Implementation Rule. The court ordered 
the EPA to “repromulgate these rules 
pursuant to Subpart 4 consistent with 
this opinion.” Jd. at 437. Subpart 4 of 
Part D, Title 1 of the CAA establishes 
additional provisions for particulate 
matter nonattainment areas. 


The 2008 NSR PM; Implementation 
Rule addressed by the court decision 
described above, promulgated NSR 
requirements for implementation of 
PM>- in both nonattainment areas 
(NNSR) and attainment/unclassifiable 
areas (PSD). As the requirements of 
Subpart 4 only pertain to nonattainment 
areas, the EPA does not consider the 
portions of the 2008 rule that address 
requirements for PM2.5 in attainment 
and unclassifiable areas to be affected 
by the court’s opinion. Moreover, the 
EPA does not anticipate the need to 
revise any PSD requirements 
promulgated in the 2008 NSR PM2:s 
Rule in order to comply with the court’s 
decision. Accordingly, the EPA’s 
proposed approval of Arkansas’s SIP 
revisions with respect to the PSD 
requirements promulgated by the 2008 
NSR PMs Rule does not conflict with 
the court’s opinion. 


The Court’s decision with respect to 
the NNSR requirements promulgated by 
the 2008 NSR PM2.s Rule also does not 
affect the EPA’s action on the present 
proposed approval, as this proposed 
approval does not address any of the 
PM>.s5 nonattainment NSR requirements. 
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2. The PM>5 PSD Increment—SILs— 
SMC Rule 


a. How does the September 10, 2014 
revision to the Arkansas PSD program 
satisfy the Required Increment 
Component of the PM2.5 Increment— 
SILs—SMC Rule? 


The EPA finalized the PM2.s PSD 
Increment—SILs—SMC Rule to provide 
additional regulatory requirements 
under the PSD SIP program regarding 
the implementation of the PMo>.s 
NAAQS. See 75 FR 64864. The PM> 5 
PSD Increment—SILs—SMC Rule 
required states to submit SIP revisions 
to the EPA by July 20, 2012, adopting 
provisions equivalent to or at least as 
stringent as the PSD increments and 
associated implementing regulations. 
Specifically, the SIP rule requires a 
state’s submitted PSD SIP revision to 
adopt and submit for EPA approval the 
PM>.s increments pursuant to section 
166(a) of the CAA to prevent significant 
deterioration of air quality in areas 
meeting the NAAQS and associated 
implementing regulations. More detail 
on the PM>. PSD Increment—SILs— 
SMC Rule can be found in the EPA’s 
October 20, 2010 final rule. See 75 FR 
64864. 

With respect to the required 
increment component of the PM> 5 
Increment—SILs—SMC Rule, the ADEQ 
incorporated by reference the federal 
requirements for PM>.5 increment at 40 
CFR 52.21(c) as promulgated by EPA on 
October 20, 2011. The ADEQ also 
incorporated by reference the required 
definitions to implement the PM2:s 
increment promulgated by the EPA on 
October 20, 2011, such as baseline area 
at 40 CFR 52.21(b)(15)(i), major source 
baseline date at 40 CFR 52.21(b)(14)(i), 
minor source baseline date at 40 CFR 
52.21(b)(14)(ii) and (iii), source impact 
analysis requirements at 40 CFR 
52.21(k)(1) and requirements for sources 
impacting Federal Class I areas at 40 
CFR 52.21(p). The EPA is proposing to 
find that the Arkansas PSD NSR SIP 
now includes the PM>s increments and 
associated implementing regulations, 
and these increments and implementing 
regulations are applicable requirements 
for sources and modifications that are 
major for PM>.5 and/or the identified 
precursors of SO2 and NOx. 


b. How does the September 10, 2014, 
revision to the Arkansas PSD program 
address the Optional SILs and SMC 
Components of the PM>.s Increment— 
SILs—SMC Rule? 


EPA’s October 20, 2010, PM> 5 
Increment—SILs—SMC Rule also 
provided that States could 
discretionarily choose to adopt and 


submit for EPA approval SILs used as a 
screening tool to evaluate the impact a 
proposed new major source or major 
modification may have on the NAAQS 
or PSD increment, and a SMC (also a 
screening tool) to determine the 
subsequent level of ambient air 
monitoring data gathering required for a 
PSD permit application for emissions of 
PM) s. 

On January 22, 2013, the U.S. Court 
of Appeals granted a request from the 
EPA to vacate and remand to the EPA 
portions of the federal PSD regulations 
(40 CFR 51.166(k)(2) and 52.21(k)(2)) 
setting forth provisions for 
implementing SILs for PM> 5 so that the 
EPA could reconcile the inconsistency 
between the regulatory text and certain 
statements in the preamble to the 2010 
final rule. Sierra Club v. EPA, 705 F.3d 
458, 463-64 (D.C. Cir. 2013). The court 
declined to vacate the different portion 
of the federal PSD regulations (40 CFR 
51.165(b)(2)) for implementing SILs for 
PM> 5 that did not contain the same 
inconsistency in the regulatory text. Jd. 
at 465-66. The court further vacated the 
portions of the PSD regulations (40 CFR 
51.166(i)(5)(i)(c) and 52.21(i)(5)(i)(c) 
implementing a PM2.5 SMC, finding that 
the EPA lacked legal authority to adopt 
and use the PM>.5 SMC to exempt 
permit applicants from the statutory 
requirement to compile and submit 
ambient monitoring data. Jd. at 468-69. 
On December 9, 2013, the EPA issued a 
good cause final rule formally removing 
the affected SILs and SMC provisions 
from the CFR. See 78 FR 73698. 

The September 10, 2014 revision to 
the Arkansas PSD program does not 
include the optional PM2.5 SMC and SIL 
provisions. Unless explicitly identified 
in Regulation 19.904(A), the Arkansas 
PSD SIP only incorporates by reference 
the federal PSD requirements at 40 CFR 
52.21(a)(2) through (bb) as in effect on 
November 29, 2005. Because Regulation 
19.904(A) does not explicitly identify 40 
CFR 52.21(k)(2) or 52.21(i)(5)(i)(c) as 
promulgated by the EPA on October 20, 
2011 as being part of the Arkansas PSD 
program, the EPA proposes to find that 
the Arkansas PSD program does not 
include the PM2.5 SIL and SMC 
provisions that have been vacated by the 
Courts and removed by the EPA on 
December 9, 2013. 


3. Interstate Transport of Air Pollution 
and PSD 


CAA 110(a)(2)(D)(i)(D calls for the SIP 
to prohibit emissions to other states 
which will (1) contribute significantly to 
nonattainment of the NAAQS or (2) 
interfere with maintenance of the 
NAAQS. CAA 110(a)(2)(D)(i)OD calls for 
the SIP to prohibit emissions to other 


states which will (1) interfere with 
measures required to prevent significant 
deterioration or (2) interfere with 
measures to protect visibility. The 
December 17, 2007 SIP submittal 
addressed CAA 110(a)(2)(D)(i)(I) and (II) 
for the 1997 PM>.s NAAQS. We 
previously acted on (1) the contribution 
to nonattainment and interference with 
maintenance portion (August 29, 2013, 
78 FR 53269) and (2) the visibility 
protection portion (March 12, 2012, 77 
FR 14604). We neglected to act on the 
portion pertaining to interstate transport 
of air pollution and PSD. 

The CAA 110(a)(2)(D)(i)(ID interstate 
transport requirement for PSD is met 
when new major sources and major 
modifications in a state are subject to a 
comprehensive EPA-approved PSD 
permitting program that (1) applies to 
all regulated NSR pollutants and (2) 
satisfies the requirements of EPA’s PSD 
implementation rules. This is because a 
fully approved PSD program necessarily 
needs to fully consider source impacts 
on other States. Because these criteria 
will be met with our approval of the 
Arkansas PSD SIP revision, we are 
proposing to approve the portion of the 
December 17, 2007 SIP submittal that 
addresses interstate transport of air 
pollution and PSD for the 1997 PM> s 
NAAQS (CAA 110(a)(2)(D)(i) (ID). 


B. Impacts on Existing Federal 
Implementation Plan Clocks 


The EPA previously promulgated a 
partial approval and partial disapproval 
of the Arkansas infrastructure SIP for 
the 1997 ozone NAAQS and the 1997 
and 2006 PM25 NAAQS on August 20, 
2012 (77 FR 50033, August 20, 2012). 
The partial disapproval was based on 
the State’s failure to submit the required 
PSD SIP revisions from the May 16, 
2008 PM>.s NSR Implementation Rule. 
The EPA’s partial disapproval of 
required elements of the Act started a 
federal implementation plan (FIP) clock 
for the required 2008 NSR PM> 5 
Implementation Rule revisions, which 
expired on September 19, 2014. 

The EPA on May 22, 2014, made a 
separate finding of failure to submit for 
the State of Arkansas based on the 
State’s failure to submit revisions to the 
SIP incorporating the required 
component of the October 20, 2010 
PM>. PSD Increment—SILs—SMC Rule. 
See 79 FR 29354. The EPA’s finding of 
failure to submit established a 24-month 
deadline by which time the EPA must 
promulgate a FIP for Arkansas to 
address the PM>.5 PSD requirements for 
increment and the associated 
implementing regulations, unless the 
State submits and the EPA approves a 
SIP revision that corrects the deficiency 
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before the EPA promulgates a FIP for the 
State, in accordance with section 
110(c)(1). 

The EPA’s proposed action today 
preliminarily finds that the September 
10, 2014, submittal for parallel 
processing satisfies all required 
elements for PM2.s; PSD implementation 
as required through EPA’s May 16, 
2008, and October 20, 2010, final rules. 
Accordingly, finalization of today’s 
proposal will stop the two FIP clocks on 
the lack of these elements in the 
Arkansas PSD program and remove any 
FIP obligation from EPA for the PM2:s 
PSD implementation. 


C. General Updates to the Arkansas SIP 


The July 26, 2010 and November 6, 
2012 submittals, included numerous 
updates throughout the Arkansas SIP at 
Regulation 19 to update incorporation 
by reference dates, and correct grammar 
and formatting. The accompanying TSD 
provides a line-item analysis of each of 
these revisions. Our analysis 
demonstrates that these revisions are 
non-substantive in nature. Thus EPA is 
proposing approval. 

The September 10, 2014 submittal 
contains new Appendix B to Regulation 
19 that is intended to establish the 
specific NAAQS that are implemented 
through the Arkansas SIP and the 
Arkansas PSD program. Appendix B 
captures the ambient air quality 
standards promulgated in 40 CFR Part 
50 as of July 27, 2012. Although 
Appendix B as submitted is approvable, 
this incorporation by reference date 
does not capture the 2012 particulate 
matter primary NAAQS revision (78 FR 
3086). Under CAA 110(a)(1), the State is 
allowed 3 years from the date of 
promulgation of national ambient air 
quality primary standard to submit a 
plan which provides for 
implementation, maintenance, and 
enforcement of such primary standard 
in each air quality control region (or 
portion thereof) within such State. 
Therefore, Arkansas is required to 
submit revisions to address the 2012 
particulate matter primary NAAQS 
revision by December 14, 2015. 


III. Proposed Action 


The EPA proposes to approve the 
revisions to the Arkansas SIP submitted 
on July 26, 2010, November 6, 2012, and 
September 10, 2014, because we have 
made the preliminary determination 
that these SIP packages were adopted 
and submitted in accordance with the 
CAA and EPA regulations regarding 
implementation of the PM2,.s; NAAQS. 
Therefore, under section 110 and part C 
of the Act and for the reasons stated 


above, the EPA proposes to approve the 
following revisions to the Arkansas SIP: 

e Revisions to Regulation 19, Chapter 
1 submitted on July 26, 2010 and 
November 6, 2012; 

e Revisions to Regulation 19, Chapter 
2 submitted on July 26, 2010, November 
6, 2012, and September 10, 2014, with 
the exception of the GHG Biomass 
Deferral provision submitted as part of 
the definition of COze on November 6, 
2012; 

e Revision to Regulation 19, Chapter 
3 submitted on July 26, 2010 and 
September 10, 2014; 

e Revisions to Regulation 19, Chapter 
5 submitted on July 26, 2010 and 
September 10, 2014; 

e Revisions to Regulation 19, Chapter 
6 submitted on July 26, 2010; 

e Revisions to Regulation 19, Chapter 
7 submitted on July 26, 2010; 

e Revisions to Regulation 19, Chapter 
9 submitted on September 10, 2014; 

e Revisions to Regulation 19, Chapter 
10 submitted on July 26, 2010; 

e Revisions to Regulation 19, Chapter 
11 submitted on July 26, 2010; 

e Revisions to Regulation 19, Chapter 
13 submitted on July 26, 2010 

e New Regulation 19, Appendix B 
submitted on September 10, 2014; and 

e A portion of a December 17, 2007 
SIP submittal addressing interstate 
transport of air pollution and PSD for 
the 1997 PM2s5 NAAQS (CAA 
110(a)(2)(D)() (1). 

The EPA is also proposing to find that 
the Arkansas PSD NSR SIP meets all the 
CAA PSD requirements for 
implementing the 1997 and 2006 PM2:s 
NAAQS, including the PM>.5 PSD 
requirements contained in the federal 
regulations as of December 9, 2013, 
including regulation of NOx and SQ; as 
PM>.s PSD precursors, regulation of 
condensables, and PM2.s increments. As 
such, upon finalization of today’s 
proposed rulemaking, the EPA will stop 
the two FIP clocks that are currently 
running on the Arkansas PSD program 
pertaining to PM2.5 PSD 
implementation. 


IV. Statutory and Executive Order 
Reviews 


Under the CAA, the Administrator is 
required to approve a SIP submission 
that complies with the provisions of the 
Clean Air Act and applicable Federal 
regulations. 42 U.S.C. 7410(k); 40 CFR 
52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
proposes to approve state law as 
meeting Federal requirements and does 
not impose additional requirements 


beyond those imposed by state law. For 
that reason, this action: 

e is nota “significant regulatory 
action” subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

e does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

e is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

e does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104-4); 

e does not have Federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

e is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 

e is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

e is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

e does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, the SIP is not approved 
to apply on any Indian reservation land 
or in any other area where EPA or an 
Indian tribe has demonstrated that a 
tribe has jurisdiction. In those areas of 
Indian country, this proposed rule does 
not have tribal implications as specified 
by Executive Order 13175 (65 FR 67249, 
November 9, 2000), nor will it impose 
substantial direct costs on tribal 
governments or preempt tribal law. 


List of Subjects in 40 CFR Part 52 


Environmental protection, Air 
pollution control, Incorporation by 
reference, Intergovernmental relations, 
Nitrogen Oxides, Particulate matter, 
Reporting and recordkeeping 
requirements, Sulfur oxides, and 
Volatile organic compounds. 


Authority: 42 U.S.C. 7401 et seq. 
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Dated: October 29, 2014. 
Samuel Coleman, 
Acting Regional Administrator. 
[FR Doc. 2014-26627 Filed 11—7-14; 8:45 am] 
BILLING CODE 6560-50-P 


ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 


[EPA-R08—OAR-201 4—0370; FRL-9918-98- 
Region 8] 


Approval and Promulgation of Air 
Quality Implementation Plans; State of 
Utah; Motor Vehicle Inspection and 
Maintenance and Associated 
Revisions 


AGENCY: Environmental Protection 
Agency. 
ACTION: Proposed rule. 





SUMMARY: The Environmental Protection 
Agency (EPA) is proposing approval of 
State Implementation Plan (SIP) 
revisions submitted by the State of Utah. 
The revisions involve amendments to 
Section X, Part A, Vehicle Inspection 
and Maintenance Program, General 
Requirements and Applicability; the 
addition of Section X, Part F, Cache 
County Vehicle Inspection and 
Maintenance Program; and revisions to 
Utah Administrative Rules R307—110-1, 
R307—110-31, and R307-110-36. EPA is 
proposing approval of these SIP 
revisions in accordance with the 
requirements of section 110 of the Clean 
Air Act (CAA). 

DATES: Comments must be received on 
or before December 10, 2014. 


ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA—RO8- 
OAR-2014-0370, by one of the 
following methods: 

e http://www.regulations.gov. Follow 
the on-line instructions for submitting 
comments. 

e Email: russ.tim@epa.gov. 

e Fax: (303) 312-6064 (please alert 
the individual listed in the FOR FURTHER 
INFORMATION CONTACT if you are faxing 
comments). 

e Mail: Carl Daly, Director, Air 
Program, EPA, Region 8, Mailcode 8P— 
AR, 1595 Wynkoop Street, Denver, 
Colorado 80202-1129. 

e Hand Delivery: Carl Daly, Director, 
Air Program, EPA, Region 8, Mailcode 
8P—AR, 1595 Wynkoop, Denver, 
Colorado 80202-1129. Such deliveries 
are only accepted Monday through 
Friday, 8:00 a.m. to 4:30 p.m., excluding 
federal holidays. Special arrangements 
should be made for deliveries of boxed 
information. 





Instructions: Direct your comments to 
Docket ID No. EPA—RO8—OAR-2014- 
0370. EPA’s policy is that all comments 
received will be included in the public 
docket without change and may be 
made available online at Attp:// 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
consider to be CBI or otherwise 
protected through http:// 
www.regulations.gov or email. The 
http://www.regulations.gov Web site is 
an ‘“‘anonymous access”’ system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an email comment directly 
to EPA, without going through /ttp:// 
www.regulations.gov, your email 
address will be automatically captured 
and included as part of the comment 
that is placed in the public docket and 
made available on the Internet. If you 
submit an electronic comment, EPA 
recommends that you include your 
name and other contact information in 
the body of your comment and with any 
disk or CD-ROM you submit. If EPA 
cannot read your comment due to 
technical difficulties and cannot contact 
you for clarification, EPA may not be 
able to consider your comment. 
Electronic files should avoid the use of 
special characters, any form of 
encryption, and be free of any defects or 
viruses. For additional instructions on 
submitting comments, go to Section I, 
General Information of the 
SUPPLEMENTARY INFORMATION section of 
this document. 

Docket: All documents in the docket 
are listed in the http:// 
www.regulations.gov index. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
will be publicly available only in hard 
copy. Publicly-available docket 
materials are available either 
electronically in http:// 
www.regulations.gov or in hard copy at 
the Air Program, EPA, Region 8, 
Mailcode 8P—AR, 1595 Wynkoop, 
Denver, Colorado 80202-1129. EPA 
requests that if at all possible, you 
contact the individual listed in the FOR 
FURTHER INFORMATION CONTACT section to 
view the hard copy of the docket. You 
may view the hard copy of the docket 
Monday through Friday, 8:00 a.m. to 
4:00 p.m., excluding Federal holidays. 


FOR FURTHER INFORMATION CONTACT: Tim 
Russ, Air Program, EPA, Region 8, 
Mailcode 8P—AR, 1595 Wynkoop, 
Denver, Colorado 80202-1129, (303) 
312-6479, russ.tim@epa.gov. 
SUPPLEMENTARY INFORMATION: 


Definitions 


For the purpose of this document, we 
are giving meaning to certain words or 
initials as follows: 


(i) The words or initials Act or CAA mean 
or refer to the Clean Air Act, unless the 
context indicates otherwise. 

(ii) The initials BRHD mean Bear River 
Health Department. 

(iii) The words EPA, we, us or our mean 
or refer to the United States Environmental] 
Protection Agency. 

(iv) The initials DMV mean Department of 
Motor Vehicles. 

(v) The initials J/M mean inspection and 
maintenance. 

(vi) The initials NAAQS mean national 
ambient air quality standard. 

(vii) The initials NOx mean nitrogen 
oxides. 

(viii) The initials OBD mean On-Board 
Diagnostics. 

(ix) The initials PM>2.5 mean Particulate 
Matter equal to or less than 2.5 microns in 
diameter. 

(x) The initials RPM mean revolutions per 
minute. 

(xi) The initials S/P mean or refer to State 
Implementation Plan. 

(xii) The initials 7S] mean T'wo Speed Idle. 

(xiii) The initials VAQB mean Utah Air 
Quality Board. 

(xiv) The initials VUDAQ mean Utah 
Division of Air Quality. 

(xv) The words Utah and State mean the 
State of Utah. 

(xvi) The initials VOC mean volatile 
organic compound. 


Table of Contents 


I. General Information 

II. Background 

III. What was the State’s process? 

IV. EPA’s Evaluation of the State’s Revisions 
to Section X, Part A, Vehicle Inspection 
and Maintenance Program, General 
Requirements and Applicability 

V. EPA’s Evaluation of the State’s Revisions 
to Section X, Part F, Cache County Motor 
Vehicle Inspection and Maintenance 
Program 

VI. EPA’s Evaluation of the State’s Associated 
Revisions to Utah Rules R307—110-1, 
R307-110-31, and R307—110-36 

VII. Consideration of Section 110(1) of the 
Clean Air Act 

VIII. Proposed Action 

IX. Statutory and Executive Order Reviews 


I. General Information 


1. Submitting CBI. Do not submit CBI 
to EPA through http:// 
www.regulations.gov or email. Clearly 
mark the part or all of the information 
that you claim to be CBI. For CBI 
information in a disk or CD ROM that 
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you mail to EPA, mark the outside of the 
disk or CD ROM as CBI and then 
identify electronically within the disk or 
CD ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for Preparing Your Comments. 
When submitting comments, remember 
to: 

a. Identify the rulemaking by docket 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

b. Follow directions—The agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

c. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

d. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

e. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

f. Provide specific examples to 
illustrate your concerns, and suggest 
alternatives. 

g. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

h. Make sure to submit your 
comments by the comment period 
deadline identified. 


II. Background 


(a.) Utah’s Revisions to SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part A, General Requirements 
and Applicability 

Section X of the Utah SIP addresses 
the provisions and requirements for the 
motor vehicle inspection and 
maintenance (I/M) programs that are 
administered by five counties in Utah. 
Section X of the SIP is divided into six 
subparts “A” through ‘‘F’’; Part A 
addresses general requirements and 
applicability provisions that are 
common to each of the counties’ I/M 
programs, Part B is the Davis County 
vehicle I/M program, Part C is the Salt 
Lake County vehicle I/M program, Part 
D is the Utah County vehicle I/M 
program, Part E is the Weber County 
vehicle I/M program, and Part F is the 
Cache County vehicle I/M program. 


Section X, Part A is entitled “Vehicle 
Inspection and Maintenance Program, 
General Requirements and 
Applicability.” The current version of 
Part A, last approved by EPA on 
November 2, 2005 (70 FR 66264), 
provides a discussion of the federal I/M 
requirements, the aspects of On-Board 
Diagnostics (OBD) tests, a brief history 
of the Utah I/M program and the State’s 
general authority and general 
information regarding the applicability 
of the Utah SIP to such I/M program 
aspects as test frequency, enforcement, 
vehicle registration, and change in 
vehicle ownership. Although 
duplicative, each of the four counties’ 
existing I/M programs, found in Parts B, 
C, D, and E to Section X, contained very 
similar language as provided in Part A. 

By a letter dated January 10, 2013, the 
Governor of Utah submitted a revision 
to Section X, Part A that updates and 
expands Part A to contain the relevant 
brief history of the Utah I/M program, 
the State’s general authority, additional 
language on test types, general public 
information, general enforcement 
provisions which are relevant to the 
four counties implementing an existing 
I/M program, and the new I/M program 
in Cache County. As Part A is applicable 
to all five of the counties’ I/M programs, 
this allows the removal of the 
duplicative general language in existing 
Section X and allows the consolidation 
of the common information and 
provisions in each counties’ I/M 
program into Part A. Each of the 
counties’ I/M programs contained in 
Section X, Parts B through F will then 
reference Part A. 


(b.) Utah’s Revisions to SIP Section X, 
To Add Part F, Vehicle Inspection and 
Maintenance Program, Cache County 


On November 13, 2009 (74 FR 58688), 
EPA designated a portion of Cache 
County, Utah as nonattainment for the 
2006 PM> 5! 24-hour National Ambient 
Air Quality Standard (NAAQS). The 
Cache County portion includes the city 
of Logan, Utah. The nonattainment area, 
which also includes portions of 
Franklin County, Idaho, is identified by 
EPA as “Logan—UT/ID.”’ 

Through the course of the 
development of a dispersion modeled 
attainment demonstration for Utah’s 
attainment plan, a motor vehicle 
inspection and maintenance program 
was identified by the State as a 
reasonable control strategy to achieve 
reductions of PM>.5 precursor emissions 
of nitrogen oxides (NOx) and volatile 
organic compounds (VOC) necessary to 


1PM» is Particulate Matter less than or equal to 
2.5 microns in diameter. 


support the SIP attainment 
demonstration for the Cache County 
portion of the Logan—UT/ID 2006 PM> 5 
24-hour NAAQS nonattainment area. 
EPA notes, however, that under the 
applicable subparts of Part D of Title I 
of the Act for PM>.5 attainment plans, 
subparts 1 and 4, Cache County’s I/M 
program is not a CAA mandatory or 
required I/M program and is therefore 
not held to the same level of applicable 
requirements as found in 40 CFR part 
51, subpart S (hereafter “40 CFR 51, 
subpart S’’), Inspection/Maintenance 
Program Requirements. As an example, 
a performance standard demonstration 
is not required for the Cache County 
I/M program. Part F of Section X, in 
conjunction with Section X, Part A as 
discussed above, was instead designed 
by the County and State to meet the 
minimum, applicable I/M provisions 
and requirements presented in 40 CFR 
51, subpart S. It is also noted in Part F 
that although only a portion of Cache 
County was designated as 
nonattainment for the 2006 PM>; 24- 
hour NAAQS, the I/M program will be 
implemented County-wide. 

By a letter dated January 28, 2014, the 
Governor submitted a SIP revision to 
add Section X, Part F, for the new motor 
vehicle I/M program for Cache County. 
As described further below, the Cache 
County I/M program was designed with 
certain necessary components from 40 
CFR 51, subpart S in order to have a 
viable I/M program to help reduce NOx 
and VOC precursor emissions of PM>.s 
and to also generate emission reductions 
suitable for use in a PM2.5 attainment 
demonstration that will be submitted to 
EPA as a revision to the SIP. 


(c.) Utah’s Revisions to Rules R307-110- 
1, R307-110-31, and R307-110-36 


As a background, the Utah 
Administrative Code is the body of all 
effective administrative rules as 
compiled and organized by the Utah 
Division of Administrative Rules, Utah 
Department of Administrative Services.” 
Utah’s Administrative Rules are a 
portion of Utah’s Codified Law; in Utah, 
statements written by State agencies 
which have the effect of law are called 
administrative rules. Unlike State 
statutes, which change only when the 
Utah Legislature is in session, 
administrative rules change throughout 
the year. A Utah administrative rule 
serves at least two purposes; first, an 
enacted administrative rule has the 
binding effect of law, and second, an 


*For further information and citations to the 
relevant Utah statutes that govern rulemaking, 
please refer to the Web site of the Division of 
Administrative Rules: http://www.rules.utah.gov/. 
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administrative rule informs citizens of 
actions a State government agency will 
take or how a State agency will conduct 
its business. In view of the above, after 
the Utah Air Quality Board (UAQB), 
under the authority of the Utah Air 
Conservation Act as provided in Utah 
Code Title 19, Chapter 2, adopts certain 
provisions and requirements into the 
Utah SIP, those particular SIP elements 
must then be incorporated by reference 
into the appropriate section of the Utah 
Administrative Rules (hereafter “Utah 
Rules’’). 

By letters dated January 10, 2013 and 
January 28, 2014, the Governor 
submitted SIP revisions involving 
updates to three sections of the R307— 
110 series air quality Utah Rules. The 
Governor’s submittals requested EPA to 
approve actions taken by the UAQB that 
updated three sections of Utah Rules 
R307-110 series for air quality which 
are entitled ‘General Requirements: 
State Implementation Plan.”’ The three 
rules are: 

(1.) R307—110-1 which incorporates 
by reference the Utah SIP into the Utah 
Administrative Rules and advises the 
public the SIP is available on the Utah 
Division of Air Quality’s (UDAQ) Web 
site. 

(2.) R307—110-31 which incorporates 
by reference Utah SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part A, General Requirements 
and Applicability. 

(3.) R307-110-36 which incorporates 
by reference Utah SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part F, Cache County. 

The above SIP actions adopted by the 
UAQB, and subsequently submitted to 
EPA by the Governor of Utah for 
approval, are discussed in greater detail 
in sections III and IV below. 


III. What was the State’s process? 


Section 110(a)(2) of the CAA requires 
that a state provide reasonable notice 
and public hearing before adopting a 
SIP revision and submitting it to us. 


(a.) The Governor’s January 10, 2013 SIP 
Submittal 


On October 15, 2012, October 16, 
2012, and October 17, 2012 the UAQB 
of the Utah Department of 
Environmental Quality conducted 
public hearings to consider the adoption 
of revisions and additions to the Utah 
SIP and the appropriate sections of the 
Utah Rules. The revisions affecting the 
SIP involved SIP Section X, Vehicle 
Inspection and Maintenance Program, 
Part A, General Requirements and 
Applicability; SIP Section X, Vehicle 
Inspection and Maintenance Program, 
Part F, Cache County; and Utah Rules 





R307-110-1, R307—110-31, and R307-— 
110-36. After reviewing and responding 
to comments received before and during 
the public hearings, the VAQB adopted 
the proposed revisions on December 5, 
2012. The SIP and Utah Rule revisions 
became State effective on December 6, 
2012 and were submitted by the 
Governor to EPA by a letter dated 
January 10, 2013. By a subsequent letter 
dated February 25, 2013, Bryce Bird, 
Director, UDAQ submitted the necessary 
administrative documentation that 
supported the Governor’s submittal. 

We evaluated the Governor’s January 
10, 2013 submittal for SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part A, General Requirements 
and Applicability; SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part F, Cache County; and 
Rules R307-110-1, R307—110-31, and 
R307-110-36 and have determined that 
the State met the requirements for 
reasonable notice and public hearing 
under section 110(a)(2) of the CAA. By 
operation of law under section 
110(k)(1)(B) of the CAA, the Governor’s 
January 10, 2013 submittal was deemed 
complete on July 10, 2013. 


(b.) The Governor’s January 28, 2014 SIP 
Submittal 


On August 7, 2013 the UAQB 
proposed for public comment 
amendments to the Utah SIP for Section 
X, Vehicle Inspection and Maintenance 
Program, Part F, Cache County and Utah 
Rule R307—110-36. These proposed 
revisions superseded and replaced those 
previous revisions to the SIP for Section 
X, Vehicle Inspection and Maintenance 
Program, Part F, Cache County and Utah 
Rule R307—110-36 that the Governor 
had submitted to EPA with his letter to 
EPA dated January 10, 2013. Included 
with the State’s administrative 
documentation for these SIP and Rule 
revisions were letters dated October 23, 
2013 and October 24, 2013 from Bryce 
Bird, Director, UDAQ to the UAQB. 
Both of these letters indicated that a 
public comment period was held from 
September 1 through October 1, 2013 
regarding the proposed Cache County 1/ 
M program (ref. October 24, 2013 letter) 
and Utah Rule R307—110-—36 (ref. 
October 23, 2013 letter) revisions, and 
that no public comments were received 
and no public hearings were requested. 
In consideration of these two letters, the 
UAQB subsequently adopted the 
proposed revisions on November 6, 
2013. The SIP and Rule revisions 
became State effective on November 7, 
2013, and were submitted by the 
Governor to EPA by a letter dated 
January 28, 2014. By a subsequent letter 
dated February 4, 2014, Bryce Bird, 


Director, UDAQ submitted the necessary 
administrative documentation that 
supported the Governor’s submittal. 

We have evaluated Utah’s January 28, 
2014 submittal and have determined 
that the State met the requirements for 
reasonable notice and public hearing 
under section 110(a)(2) of the CAA. By 
a letter dated June 30, 2014, we advised 
the Governor that the SIP and Rule 
revisions submittal was deemed to have 
met the minimum ‘“‘completeness”’ 
criteria found in 40 CFR part 51, 
Appendix V. 


IV. EPA’s Evaluation of the State’s 
Revisions to Section X, Vehicle 
Inspection and Maintenance Program, 
Part A, General Requirements and 
Applicability 


Section X of the Utah SIP addresses 
the provisions and requirements for the 
motor vehicle I/M programs 
administered by five counties in Utah. 
Section X of the SIP is divided into six 
subparts, “A” through “F,” with Part A 
addressing general requirements and 
applicability provisions that are 
common to each of the counties’ I/M 
programs. Section X, Part A is entitled 
‘Vehicle Inspection and Maintenance 
Program, General Requirements and 
Applicability,” and its current 
provisions and requirements, as 
updated by the Governor’s SIP submittal 
of January 10, 2013, are presented 
below: 

(a.) Section 1 ‘““Requirements”’ of SIP 
Section X, Part A provides information 
on: 

(1.) The history of I/M requirements 
in Utah and the relevant 40 CFR 51, 
subpart S applicable requirements. 

(2.) OBD Checks: By January 1, 2002, 
OBD checks and OBD related repairs 
were required as a routine component of 
Utah I/M programs on model year 1996 
and newer light-duty vehicles and light- 
duty trucks equipped with certified 
onboard diagnostic systems. 

(3.) Utah I/M program history and 
general authority: The legal authority 
for Utah’s I/M Programs is found in 
Utah Code Annotated Section 41-6-— 
163.6. Utah I/M was enacted during the 
First Special Session of the Utah 
legislature in 1983. 1/M programs were 
initially implemented in Davis and Salt 
Lake counties in 1984, in Utah County 
in 1986, and in Weber County in 1990. 
The State Legislature made several 
changes and additions to Utah Code 
Annotated Section 41—-6—163.6 in 1990, 
1992, 1994, 1995, 2002, 2005, 2009, 
2010, 2011, and 2012. 

(b.) Section 2 “Applicability” of SIP 
Section X, Part A provides information 
on: 
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(1.) General Applicability: Utah Code 


(7.) Farm truck exemption: Eligibility 


Annotated 41—6a-1642 gives authority to for the farm truck exemption from I/M 


each county to implement and manage 
an I/M program to attain and maintain 
any NAAQS. Davis, Salt Lake, Utah, and 
Weber counties were required by 
Section 182 and 187 of the CAA to 
implement an I/M program to attain and 
maintain, as applicable, the ozone and 
carbon monoxide NAAQS. All of Utah’s 
ozone and carbon monoxide 
maintenance areas are located in Davis, 
Salt Lake, Utah, and Weber counties. In 
addition, a motor vehicle I/M program 
is a control measure relied upon by the 
State for attaining the 2006 PMo:s5 24- 
hour NAAQS in Cache, Davis, Salt Lake, 
Utah, and Weber counties. Utah’s SIP 
for I/M is applicable county-wide in 
Cache, Davis, Salt Lake, Utah, and 
Weber counties. 

(c.) Section 3 “General Summary” of 
SIP Section X, Part A provides 
information on: 

(1.) Network Type: All Utah I/M 
programs are comprised of a 
decentralized, test-and-repair network. 

(2.) 1/M program funding 
requirements: Counties with I/M 
programs allocate funding as needed to 
comply with the relevant requirements 
specified in Utah’s SIP; the Utah 
statutes; county ordinances, regulations 
and policies; and the federal I/M 
program regulation. 

(3.) Funding mechanisms: Utah’s I/M 
programs are funded through several 
mechanisms including, but not limited 
to, a fee which is collected at the time 
of registration by the Utah Tax 
Commission Division of Motor Vehicles 
or the respective County Assessor’s 
Office. 

(4.) Government fleet: Section 41—6a— 
1642(1)(b) of the Utah Code requires 
that all vehicles owned or operated in 
the I/M counties by federal, state, or 
local government entities must comply 
with the I/M programs. 

(5.) Vehicles owned by students and 
federal employees: Section 41—6a— 
1642(5) provides that counties may 
require that federal employees and 
students attending universities and 
colleges located in Utah’s I/M areas 
provide proof of compliance with the I/ 
M program for vehicles that are 
permitted to park at facilities or on 
campus regardless of where the vehicle 
is registered. Vehicles operated by 
federal employees and operated on a 
federal installation located within an I/ 
M program area are also subject to the 
I1/M program regardless of where they 
are registered. 

(6.) Rental vehicles: All vehicles 
available for rent or use in an I/M 
county are subject to the respective 
county I/M program. 


programs is specified in Section 41—6a— 
1642(4). 

(8.) Out-of-state exemption: Vehicles 
registered in an I/M county but operated 
out-of-state are eligible for an 
exemption. The owner must complete 
Utah State Tax Commission form TC- 
81, and explain why the vehicle is 
unavailable for inspection, in order to 
be registered without inspection 
documentation. 

(9.) Motorist Compliance Enforcement 
Mechanism: The I/M programs are 
registration enforced on a county-wide 
basis. 

(10.) Valid registration required: A 
certificate of emissions inspection or a 
waiver or other evidence that the 
vehicle is exempt from the I/M program 
requirements must be presented at the 
time of registration or renewal of 
registration of a motor vehicles as 
specified in Section 41-6a—1642 and 
41—1a—203(1)(c). 

(11.) Change of ownership: Vehicle 
owners are not able to avoid the 1/M 
inspection program by changing 
ownership of the vehicle. Upon change 
of vehicle ownership the vehicle must 
be re-registered by the new owner. 
Vehicle registration requires the 
submittal of a valid I/M certificate of 
compliance, waiver, or verified 
evidence of exemption. 

(12.) Utah Tax Commission, and 
County Assessor roles: The Utah Tax 
Commission Motor Vehicle Division 
and respective County Assessors will 
deny applications for vehicle 
registration or renewal of registration 
without submittal of a valid I/M 
certificate of compliance, waiver, or 
verified evidence of exemption. 

(13.) Database quality assurance: The 
vehicle registration database is 
maintained and quality assured by the 
Utah Division of Motor Vehicle (DMV). 
Each county’s I/M inspection database 
is maintained and quality assured by the 
county I/M ae ea staff. 

(14) Oversight provisions: The 
oversight program includes verification 
of exempt vehicle status through 
inspection, data accuracy through 
automatic and redundant data entry for 
most data elements, an audit trail for 
program documentation to ensure 
control and tracking of enforcement 
documents, identification and 
verification of exemptions that trigger 
changes in registration data, and regular 
audits of I/M inspection records, I/M 
program databases, and the DMV 
database, 

(15.) Enforcement staff quality 
assurance: County I/M program auditors 
and DMV clerks involved in vehicle 


registration are subject to regular 
performance audits by their supervisors. 


(16.) Quality Control: The I/M 
counties maintain records regarding 
inspections, equipment maintenance, 
and the required quality assurance 
activities. 

(17.) Analyzer data collection: Each 
county’s I/M analyzer data collection 
system meets the requirements specified 
under 40 CFR 51, subpart S. 


(18.) Data analysis and reporting— 
Annual: The I/M counties analyze and 
submit to EPA and UDAQ an annual 
report for January through December of 
the previous year, which includes all 
the data elements listed in 40 CFR 
51.366, by July of each year. 


(19.) General enforcement provisions: 
The county I/M programs are 
responsible for enforcement actions 
against incompetent or dishonest 
stations and inspectors. In addition, 
each county I/M ordinance or regulation 
includes a penalty schedule. 

(20.) General public information: The 
1/M counties must have comprehensive 
public education and programs. 


(21.) County I/M technical centers: 
Each I/M county operates an I/M 
technical center staffed with trained 
auditors and capable of performing 
emissions tests. A major function of the 
I/M technical centers is to serve as a 
referee station to resolve conflicts 
between permitted I/M inspectors, 
stations, and motorists. 

(22.) Vehicle inspection report: A 
vehicle inspection report (VIR) is 
printed and provided to the motorist 
after each vehicle inspection. 

(23.) Reciprocity between County I/M 
programs: Utah I/M programs are 
conducted using the same test 
procedures (Two Speed Idle, or TSI, and 
OBD) and thereby agree to recognize the 
validity of a certificate granted by any 
Utah I/M program. 

EPA has reviewed Utah’s revisions to 
SIP Section X, Vehicle Inspection and 
Maintenance Program, Part A, General 
Requirements and Applicability and has 
concluded that our approval is 
warranted. Based on our review, and as 
compared to our prior approval of this 
section of the SIP (see 70 FR 66264, 
November 2, 2005) and applicable 
sections of 40 CFR 51, subpart S 
(sections 51.350 to 51.372), we have 
determined that the revisions to Section 
X, Vehicle Inspection and Maintenance 
Program, Part A, General Requirements 
and Applicability sufficiently address 
the applicable sections of 40 CFR 51, 
subpart S for these particular aspects of 
Utah’s five counties’ I/M programs. 
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V. EPA’s Evaluation of the State’s 
Revisions to Section X, Part F, Cache 
County Motor Vehicle Inspection and 
Maintenance Program 


Section X, Part F of the Utah SIP 
addresses the provisions and 
requirements for the implementation of 
the motor vehicle I/M program in Cache 
County, Utah. Section X, Part F of the 
SIP contains three main components for 
the Cache County I/M program; (a.) The 
SIP Janguage for Section X Part F that 
addresses applicability, a general 
description of the Cache I/M program, 
and the time frame for implementation 
of the I/M program, (b.) the Cache 
County Emission Inspection/ 
Maintenance Program Ordinance 2013-— 
4, and (c.) the Bear River Health 
Department’s Regulation 2013-1. We 
note that the Cache County Ordinance 
2013-4 contains language which 
delegates the implementation of the 
Cache County I/M program to the Bear 
River Health Department (BRHD). All of 
the above documents were adopted by 
the UAQB on November 6, 2013, were 
included with the Governor’s SIP 
submittal of January 28, 2014, were 
supplemented by the February 4, 2014, 
UDAQ submittal of the administrative 
documentation, and are discussed in 
further detail below. 

(a.) Section X, Vehicle Inspection and 
Maintenance Program, Part F, Cache 
County; Applicability, Description of 
the Cache I/M Program, and I/M SIP 
Implementation: 

(1.) Applicability. The SIP states the 
following: “Cache County was 
designated nonattainment for the PM> 5 
NAAQS on December 14, 2009 (74 FR 
58688, November 13, 2009). 
Accordingly, Cache County must 
implement control strategies to attain 
the PM>s NAAQS. A motor vehicle 
emission I/M program has been 
identified by the PM>s SIP as a 
necessary control strategy to attain the 
PM>5 NAAQS as expeditiously as 
practicable. Therefore, pursuant to Utah 
Code Annotated 41—6a—1642, Cache 
County must implement an I/M program 
that complies with the minimum 
requirements of 40 CFR 51 Part Subpart 
S. Cache County will implement its I/M 
program county-wide. Parts A and F of 
Section X demonstrate compliance with 
40 CFR Part 51, Subpart S for Cache 
County.” 

(2.) Description of Cache County I/M 
Program. The SIP provides information 
regarding the TSI] and OBD components 
of the Cache County I/M program. 
Below is a summary of Cache County’s 
I/M program. In addition, we note that 
Section X, Part F, Appendices 1 and 2 
contain the essential documents for the 


authority and implementation of Cache 
County’s I/M program. 

Network Type: Cache County’s I/M 
program will comprise a decentralized 
test-and-repair network. 

Test Convenience: Cache County will 
make every effort to ensure that its 
citizens will have stations conveniently 
located throughout Cache County. 

Subject fleet: All model year 1969 and 
newer vehicles registered or principally- 
operated in Cache County are subject to 
the I/M program except for exempt 
vehicles. 

Station/inspector Audits: Cache 
County’s I/M program will regularly 
audit all permitted I/M inspectors and 
stations to ensure compliance with 
county I/M ordinances, regulations, and 
policies. 

Waivers: Cache County’s I/M program 
allows for the issuance of waivers under 
limited circumstances. 

Test frequency: Vehicles less than six 
years old as of January 1 on any given 
year will be exempt from an emissions 
inspection. All model year 1969 and 
newer vehicles are subject to a biennial 
test. 

Test Equipment: For the Cache 
County I/M program, specifications for 
the I/M test procedures, standards and 
analyzers are described in Appendix 2 
of the SIP. 

Test Procedures: The following 
vehicles are subject to an OBD II 
inspection: 1996 and newer light duty 
vehicles and 2008 and newer medium 
duty vehicles. The following vehicles 
are subject to a two-speed idle test: 1995 
and older vehicles, 1996 to 2007 
medium and heavy duty vehicles, and 
2008 and newer heavy duty vehicles. 
Test procedures are outlined in 
Appendix 2 of this part of the SIP. 

(3.) I/M SIP Implementation. The SIP 
states the following: “The I/M program 
ordinance, regulations, policies, 
procedures, and activities specified in 
this I/M SIP revision shall be 
implemented by January 1, 2014 and 
shall continue until a maintenance plan 
without an I/M program is approved by 
EPA in accordance with Section 175 of 
the Clean Air Act.” 

(b.) Section X, Vehicle Inspection and 
Maintenance Program, Part F, Cache 
County; Appendix 1, Cache County 
Emission Inspection/Maintenance 
Program Ordinance 2013-4: This 
section of the SIP provides the County’s 
I/M ordinance which includes section 1, 
Purpose, section 2, Powers and Duties, 
section 3, General Provisions, section 4, 
Guidelines to be Followed by the Bear 
River Board of Health in Implementing 
a Vehicle Emission Inspection and 
Maintenance Program in Cache County, 
section 5, Review of Need for Program, 


and section 6, Effective Date. Of 
particular note is section 2.3, which 
delegates implementation of the I1/M 
program to the BRHD, and section 4, 
which sets some parameters for BRHD’s 
implementation, including test 
schedules, fees, and waivers. 

(c.) Section X, Vehicle Inspection and 
Maintenance Program, Part F, Cache 
County; Appendix 2, Bear River Health 
Department Regulation 2013-1: This 
section of the SIP provides the BRHD’s 
I/M regulation. The Cache County I/M 
program is not a CAA mandated 
program and is, therefore, allotted a 
certain amount of flexibility in the level 
of applicable requirements as compared 
to a CAA or otherwise required 
mandatory I/M program. As the purpose 
of the Cache County I/M program is to 
achieve reductions in PM>; NAAQS 
precursor emissions of NOx and VOCs, 
to improve air quality and for the use of 
such emission reductions in a 
dispersion modeled SIP attainment 
demonstration, EPA’s analysis of the 
BRHD’s Regulation 2013-1 included a 
comparison of the BRHD’s Regulation 
2013-1 to applicable sections of 40 CFR 
51, subpart S “‘Inspection/Maintenance 
Program Requirements.” EPA’s analysis 
of the BRHD’s Regulation 2013-1 is as 
follows below. 

EPA has reviewed the BRHD’s 
Regulation 2013-1 for consistency with 
appropriate sections of the federal I1/M 
regulations, as applicable to a non- 
mandatory I/M program, as codified in 
40 CFR 51, subpart S, sections 51.350 
through 51.373. We have summarized 
the applicable federal requirements and 
have referenced the particular sections 
of the BRHD’s Regulation 2013-1 that 
we have determined satisfy those 
requirements: 


(1.) 40 CFR 51.350—Applicability 


The SIP needs to describe the 
applicable areas in detail and must also 
include the legal authority or rules 
necessary to establish program 
boundaries. See 40 CFR 51.350(b). The 
Cache County I/M program will be 
implemented county-wide as described 
in the BRHD Regulation 2013-1, Section 
4 ‘Powers and Duties.”’ The legal 
authority for the Cache County I/M 
program and BRHD Regulation 2013-1 
is as authorized by sections 41-6a—1642, 
41-1a-1223, 41—-1a—215, 26A-—1-121, 
26A-—1-114, all as from the Utah Code 
Annotated 1953, as amended. In 
addition, this aspect of the Cache 
County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Applicability” and in Section X, Part 
F, Appendix 1, Cache County Ordinance 
2013-4, Section 4. Finally, SIP Section 
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X, Part F, provides that the Cache 
County I/M program will continue until 
a maintenance plan without an I/M 
program is approved by EPA. See 40 
CFR 51.350(c). 


(2.) 40 CFR 51.351—Enhanced I/M 
Performance Standard and 40 CFR 
51.352—Basic I/M Performance 
Standard 


As the Cache County I/M program is 
not a CAA mandatory or otherwise 
required I/M program, the program is 
not required to meet these federal I/M 
requirements. These provisions were 
not addressed in the SIP and are not 
considered by EPA as applicable 
requirements for the Cache County I/M 
program. The emissions standards for 
the Cache County I/M program are 
specified in BRHD Regulation 2013-1, 
Appendix B. The cutpoints in Appendix 
B became effective January 1, 2014. 


(3.) 40 CFR 51.353—Network Type 


The SIP needs to include a 
description of the network to be 
employed, and the required legal 
authority. See 40 CFR 51.353(d). The 
Cache County I/M program will be 
implemented as a decentralized test- 
and-repair network involving a TS] test 
for 1995 and older vehicles and an OBD 
test for 1996 and newer vehicles. The 
network to be employed is described in 
the BRHD Regulation 2013-1, Section 6 
“General Provisions.” The legal 
authority for the Cache County I/M 
program and BRHD Regulation 2013-1 
is as authorized by sections 41-6a—1642, 
Utah Code Annotated, 1953, as 
amended. In addition, this aspect of the 
Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program’”’ 
and in Section X, Part F, Appendix 1, 
Cache County Ordinance 2013-4, 
Section 4. 


(4.) 40 CFR 51.354—Adequate Tools and 
Resources 


The SIP needs to include a 
description of the resources that will be 
used for program operation, which 
include: (1) A detailed budget plan 
which describes the source of funds for 
personnel, program administration, 
program enforcement, purchase of 
necessary equipment, and any other 
requirements and, (2) a description of 
personnel resources, overt and covert 
auditing, data analysis, program 
administration, enforcement, and other 
necessary functions. See 40 CFR 
51.354(d). These aspects of the Cache 
County I/M program are described in 
the BRHD Regulation 2013-1. For fees 
to operate the program, Section 3 


‘Authority and Jurisdiction of the 
Department,” (section 3.4), and Section 
6 ‘‘General Provisions,”’ (section 6.7), 
address this requirement. With regard to 
personnel, audits, and enforcement, 
these aspects are addressed in Section 
8.0 ‘Training and Certification of 
Inspectors” and Section 12 “Quality 
Assurance.” In addition, this aspect of 
the Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program” 
and in Section X, Part F, Appendix 1, 
Cache County Ordinance 2013-4, 
Section 4. 


(5.) 40 CFR 51.355—Test Frequency and 
Convenience 


The SIP needs to include the test 
schedule in detail, including the test 
year selection scheme if testing is other 
than annual. See 40 CFR 51.355(a). 
These aspects of the Cache County I/M 
program are described in the BRHD 
Regulation 2013-1, Section 6 ‘General 
Provisions,” (section 6.1) and in Section 
9 “Inspection Procedure.” In addition, 
this aspect of the Cache County I/M 
program is further addressed in Section 
X, Part F, Vehicle Inspection and 
Maintenance Program, “Description of 
Cache I/M Program” and in Section X, 
Part F, Appendix 1, Cache County 
Ordinance 2013-4, Section 4. As 
mentioned above, the test schedule for 
the Cache County I/M program is 
biennial. 


(6.) CFR 51.356—Vehicle Coverage 


The SIP needs to include a detailed 
description of the number and types of 
vehicles covered by the County-run 
program. See 40 CFR 51.356(b). All 
vehicles model year 1969 and newer are 
subject to the Cache County I/M 
program except those specifically 
exempted. These aspects of the Cache 
County I/M program are described in 
the BRHD Regulation 2013-1, Section 6 
“General Provisions,” in sections 6.0, 
6.1, and 6.2, with the vehicle 
exemptions provided in section 6.4; in 
addition, Section 9 ‘‘Inspection 
Procedure” addresses the vehicle testing 
procedures. We note this aspect of the 
Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program” 
and in Section X, Part F, Appendix 1, 
Cache County Ordinance 2013-4, 
Section 4. 


(7.) 40 CFR 51.357—Test Procedures 
and Standards 


The SIP needs to include a 
description of each test procedure used, 
and a rule, ordinance, or law describing 


and establishing the test procedures. See 
40 CFR 51.357(e). These aspects of the 
Cache County I/M program are 
described in the BRHD Regulation 
2013-1, Section 9 ‘“‘Inspection 
Procedure,” Section 11 ‘‘Specifications 
for Certified Testing Equipment and 
Calibration Gases,” and Appendix D 
“Test Procedures.” In addition, this 
aspect of the Cache County I/M program 
is further addressed in Section X, Part 
F, Vehicle Inspection and Maintenance 
Program, “Description of Cache I/M 


Program.” 
These documents include detailed 


descriptions of the types of tests and 
vehicles to be covered by the County- 
run program. Essentially, as applicable, 
1995 and older vehicles will be subject 
to a TSI test and 1996 and newer 
vehicles will be subject to an OBD test. 
A TSI test involves the insertion of 
probe into the tailpipe of a vehicle to 
measure pollutant emissions at two 
engine idle speeds; one measurement at 
a normal idle of around 700 revolutions 
per minute (RPM) and one measurement 
at a high idle speed of 2,500 RPM. An 
OBD test connects to the vehicle’s on- 
board computer and polls the 
information stored in the vehicle’s 
computer. The OBD procedures also 
address (among other things) “‘not 
ready”’ codes, data link connectors, 
stored Diagnostic Trouble Codes, and 
additional OBD test standards. 


(8.) 40 CFR 51.358—Test Equipment 


The SIP needs to include written 
technical specifications for all test 
equipment used in the program. The 
specifications need to describe the 
emission analysis process, the necessary 
test equipment, the required features, 
and written acceptance testing criteria 
and procedures. See 40 CFR 51.358(c). 
These aspects of the Cache County I/M 
program are described in the BRHD 
Regulation 2013-1, Section 9 
“Inspection Procedure,”’ Section 11 
“Specifications for Certified Testing 
Equipment and Calibration Gases,” 
Appendix D “Test Procedures,” and 
Appendix E “Technical Specifications 
and Calibration Gas.”’ In addition, this 
aspect of the Cache County I/M program 
is further addressed in Section X, Part 
F, Vehicle Inspection and Maintenance 
Program, ‘Description of Cache I/M 
Program.” Appendix E contains the 
technical specifications for test 
equipment; OBD inspection equipment 
and TSI analyzers must meet all federal 
requirements. 


(9.) 40 CFR 51.359—Quality Control 


The SIP needs to include a 
description of quality control and 
recordkeeping procedures. The SIP also 
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needs to include the procedures 
manual, rule, and ordinance or law 
describing and establishing the quality 
control procedures and requirements. 
See 40 CFR 51.359(f). These aspects of 
the Cache County I/M program are 
described in the BRHD Regulation 
2013-1, Section 4 ‘‘Powers and Duties,” 
Section 8 ‘Training and Certification of 
Inspectors,” and Section 12 “Quality 
Assurance.” In addition, this aspect of 
the Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program” 
and in Section X, Part F, Appendix 1, 
Cache County Ordinance 2013-4, 
Section 2, ‘Powers and Duties.”’ 


(10.) 40 CFR 51.360—Waivers 


The SIP needs to describe the waiver 
criteria and procedures, including cost 
limits, quality assurance methods and 
measures, and administration. The SIP 
needs to include the necessary legal 
authority, ordinance, or rules to issue 
waivers, set and adjust cost limits as 
required, and carry out any other 
functions necessary to administer the 
waiver system, including enforcement 
of the waiver provisions. See 40 CFR 
51.360(d). 

These aspects of the Cache County 
I/M program are described in the BRHD 
Regulation 2013-1, Section 9 
“Inspection Procedure,” with details 
regarding the waiver procedures, 
allowable costs, and timeframe of the 
waiver appearing in section 9.6 
“Certificate of Waiver.” In addition, this 
aspect of the Cache County I/M program 
is further addressed in Section X, Part 
F, Vehicle Inspection and Maintenance 
Program, “Description of Cache I/M 
Program” and in Section X, Part F, 
Appendix 1, Cache County Ordinance 
2013-4, Section 4. The BRHD draws its 
legal authority from Sections 41—6a— 
1642, 26A—1—114(1)(h)(i), and 26A—1- 
121(1) from the Utah Code Annotated, 
1953, as amended. In particular, a 
certificate of waiver will not be granted 
unless at least 200 dollars have been 
spent on repairs, and can only be 
granted once during the lifetime of a 
vehicle. 


(11.) 40 CFR 51.361—Motorist 
Compliance Enforcement 


The SIP needs to provide information 
concerning the enforcement process and 
legal authority to implement and 
enforce the program. See 40 CFR 
51.361(c). These aspects of the Cache 
County I/M program are described in 
the BRHD Regulation 2013-1, Section 6 
“General Provisions.” In addition, this 
aspect of the Cache County I/M program 
is further addressed in Section X, Part 





F, Appendix 1, Cache County Ordinance 
2013-4, Section 4. The BRHD draws its 
legal authority from Sections 41—6a— 
1642, 26A—1-114(1)(h)(i), and 26A—1-— 
121(1) from the Utah Code Annotated, 
1953, as amended. The motorist 
compliance enforcement program will 
be implemented, in part, by the Utah 
Tax Commission DMV, which will take 
the lead in ensuring that owners of all 
subject vehicles are denied registration 
unless they provide valid proof of 
having received a certificate indicating 
they passed an emissions test or were 
granted a compliance waiver. 


(12.) 40 CFR 51.362—Motorist 
Compliance Enforcement Program 
Oversight 


The SIP needs to include a 
description of enforcement program 
oversight and information management 
activities. See 40 CFR 51.362(c). These 
aspects of the Cache County I/M 
program are similar to those noted 
above for our evaluation of 40 CFR 
51.361 and are described in the BRHD 
Regulation 2013-1, Section 6 ‘General 
Provisions.” The BRHD will be 
reviewing the registration data, as 
appropriate, as provided by the DMV. In 
addition, this aspect of the Cache 
County I/M program is further 
addressed in Section X, Part F, 
Appendix 1, Cache County Ordinance 
2013-4, Section 4. The BRHD draws its 
legal authority from Sections 41—6a— 
1642, 26A—1—114(1)(h)(i), and 26A—1- 
121(1) from the Utah Code Annotated, 
1953, as amended. 


(13.) 40 CFR 51.363—Quality Assurance 


The SIP needs to include a 
description of the quality assurance 
program, and written procedures 
manuals covering both overt and covert 
performance audits, record audits, and 
equipment audits. See 40 CFR 51.363(e). 
These aspects of the Cache County I/M 
program are described in the BRHD 
Regulation 2013-1, Section 4 “Powers 
and Duties,” Section 12 “Quality 
Assurance,” Section 15 “Penalty,” and 
Appendix C ‘‘Penalty Schedule.” In 
addition, this aspect of the Cache 
County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program”’ 
and in Section X, Part F, Appendix 1, 
Cache County Ordinance 2013-4, 
Section 4. The BRHD draws its legal 
authority from Sections 41—6a—1642, 
26A—1-114(1)(h)(i), and 26A—1—121(1) 
from the Utah Code Annotated, 1953, as 
amended. 


’” 





(14.) 40 CFR 51.364—Enforcement 
Against Contractors, Stations, and 
Inspectors 


The SIP needs to provide for 
enforcement against stations, 
contractors, and inspectors with 
effective and consistent penalties for a 
violation of the program requirements. 
See 40 CFR 51.364(d). Applicable 
provisions include a description of the 
imposition of penalties with a penalty 
schedule, types of potential penalties 
such as suspension and fines, 
requirements for inspectors found to be 
incompetent, the legal authority to 
invoke these types of enforcement 
activities, and proper record keeping 
provisions to document such 
enforcement actions. 

These aspects of the Cache County I/ 
M program are described in the BRHD 
Regulation 2013-1, Section 4 ‘“‘Powers 
and Duties” (see especially sections 4.2 
and 4.3), Section 12 “Quality 
Assurance,” Section 14 ‘Disciplinary 
Penalties and Right to Appeal,” Section 
15 ‘‘Penalty,” and Appendix C ‘‘Penalty 
Schedule.” In addition, this aspect of 
the Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Description of Cache I/M Program.” In 
particular, the penalty schedule in 
Appendix C sets minimum penalties for 
first, second, and subsequent violations, 
including mandatory six month 
suspensions for both the inspector and 
the test station for intentionally and 
improperly passing a vehicle, shorter 
suspensions for gross negligence, and 
mandatory retraining for inspector 
incompetence. The BRHD draws its 
legal authority from Sections 41-6a— 
1642, 26A—1-114(1)(h)(i), and 26A—1- 
121(1) from the Utah Code Annotated, 
1953, as amended. 


(15.) 40 CFR 51.365—Data Collection 


The SIP needs to describe the 
provisions for data collection on 
vehicles evaluated by the I/M program. 
EPA notes that accurate data collection 
is essential to the management, 
evaluation, and enforcement of an I/M 
program. Examples of data to be 
collected include test date, test record 
number, vehicle identification number, 
license plate number, category of test 
performed (TSI or OBD), values of 
emissions from test (for TSI), results of 
an OBD test, and quality control of the 
data gathered. 

The appropriate data for both the TSI 
and OBD tests will be collected by 
Cache County I/M program and these 
provisions are described in the BRHD 
Regulation 2013-1, Section 12 ‘‘Quality 
Assurance,” Appendix B “Emission 
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Standards Cutpoints,” Appendix D 
“Test Procedures,” and Appendix E 
“Technical Specifications and 
Calibration Gas.”’ In addition, this 
aspect of the Cache County I/M program 
is further addressed in Section X, Part 
F, Vehicle Inspection and Maintenance 
Program, “Description of Cache I/M 
Program.” 


(16.) 40 CFR 51.366—Data Analysis and 
Reporting 

The SIP needs to indicate that the 
data analysis and reporting provisions 
are included with respect to applicable 
items as listed in 40 CFR 51.366. See 40 
CFR 51.166(f). These aspects of the 
Cache County I/M program are 
essentially addressed in the Cache 
County I/M SIP Section X, Part F, the 
Cache County’s Ordinance 2013-4, and 
the BRHD’s regulation 2013-1 as they 
all reference the provisions in 40 CFR 
51, subpart S. Further reference, to 
address this I/M program provision, is 
as described in the BRHD Regulation 
2013-1, Section 2 ‘‘Purpose,”’ Section 4 
“Powers and Duties,’’ and Section 12 
“Quality Assurance.”’ This aspect of the 
Cache County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Applicability” and ‘‘Description of 
Cache I/M program”’, and in Section X, 
Part F, Appendix 1, Cache County 
Ordinance 2013-4, Section 1 ‘‘Purpose.’ 
In addition, as required by Section X, 
Part A, Cache County will need to 
provide this I/M program annual data 
reporting information: “Data analysis 
and reporting—Annual: The I/M 
counties analyze and submit to EPA and 
UDAQ an annual report for January 
through December of the previous year, 
which includes all the data elements 
listed in 40 CFR Subpart S 51.366, by 
July of each year.” 


(17.) 40 CFR 51.367—Inspector Training 
and Licensing or Certification 

The SIP needs to include a 
description of the training program, the 
written and hands-on tests, and the 
licensing or certification process. See 40 
CFR 51.367(c). These aspects of the 
Cache County I/M program are 
described in the BRHD Regulation 
2013-1, Section 8 “Training and 
Certification of Inspectors.’ The BRHD 
has responsibility for certification, 
recertification, and certification 
suspension and revocation. 


(18.) 40 CFR 51.368—Public Information 
and Consumer Protection 


The SIP needs to include information 
for the public on an ongoing basis 
throughout the life of the I/M program 
regarding such aspects as the air quality 





problem, the requirements of federal 
and state law, the role of motor vehicles 
in the air quality problem, the need for 
and benefits of an inspection program, 
how to maintain a vehicle, how to find 
a qualified repair technician, and the 
requirements of the I/M program. See 40 
CFR 51.368(a). In addition, the SIP 
needs to address consumer protection, 
which involves procedures and 
mechanisms to protect the public from 
fraud and abuse by inspectors, 
mechanics, and others involved in the I/ 
M program. See 40 CFR 51.368(b). 

These aspects of the Cache County I/ 
M program are described in the BRHD 
Regulation 2013-1, Section 2 
“Purpose,” Section 4 ‘“‘Powers and 
Duties,”’ Section 6.0 “General 
Provisions,” Section 8 “Training and 
Certification of Inspectors,” Section 12 
“Quality Assurance,” Section 14 
“Disciplinary Penalties and Right to 
Appeal,” and Section 15 “Penalty.” In 
addition, these aspects of the Cache 
County I/M program are further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“Applicability,” and ‘‘Description of 
Cache I/M Program,”’ and in Section X, 
Part F, Appendix 1, Cache County 
Ordinance 2013-4, Sections 1 through 
4. Also, these aspects of the Cache 
County I/M program are further 
addressed in Section X, Part A, “General 
Requirements,” “Applicability,” and 
“General Summary.” 


(19.) 40 CFR 51.369—Improving Repair 
Effectiveness 


The Cache County I/M program is 
only in its first calendar year of 
operation (2014) and will not see all 
required vehicles until the end of 2015. 
Therefore, necessary data to address this 
provision are not currently available. In 
addition, as the Cache County I/M 
program is not a CAA mandatory or 
otherwise required I/M program, the 
program does not need to meet these 
federal I/M requirements. These 
provisions were not addressed in the 
SIP and are not considered by EPA as 
applicable requirements for the Cache 
County I/M program. 


(20.) 40 CFR 51.370—Compliance With 
Recall Notices 


This section of 40 CFR 51, subpart S 
applies to mandatory I/M programs that 
evaluate vehicles that are subject to an 
enhanced I/M program. As the Cache 
County I/M program is not aCAA 
mandatory or otherwise required I/M 
program, the program is not required to 
meet these federal I/M requirements. 
These provisions were not specifically 
addressed in the SIP and are not 
considered by EPA as applicable 


requirements for the Cache County I/M 
program. However, we note that as a 
matter of course, recall notices or other 
technical bulletins that are applicable to 
a vehicle which failed the applicable 
Cache County I/M test (i.e., TSI or OBD) 
would need to be evaluated by the 
vehicle owner prior to applying for a 
retest. Also, this type of evaluation 
would need to be applied to any vehicle 
seeking a waiver from the Cache County 
I/M program. 


(21.) 40 CFR 51.371—On-road Testing 


As the Cache County I/M program is 
not a CAA mandatory or otherwise 
required I/M program, the program is 
not required to meet these federal 1/M 
requirements. These provisions were 
not addressed in the SIP and are not 
considered by EPA as applicable 
requirements for the Cache County I/M 
program. 


(22.) 40 CFR 51.372—State 
Implementation Plan Submittals 


The Cache County I/M program is not 
a CAA mandatory or otherwise required 
I/M program. However, we have 
determined that the Governor’s January 
28, 2014 SIP submittal and the UDAQ’s 
February 4, 2014 submittal of necessary 
SIP administrative documentation 
sufficiently address the requirements in 
40 CFR 51.372 to the extent necessary 
for a SIP revision for a non-mandatory 
I/M program. 


(23.) 40 CFR 51.373—Implementation 
Deadlines 


This section of 40 CFR 51, subpart S 
contains several implementation 
deadlines for particular mandatory I/M 
programs. As we have noted above, the 
Cache County I/M program is not a CAA 
mandatory or otherwise required I/M 
program. We, therefore, find acceptable 
the implementation date of January 1, 
2014, as stated in the BRHD Regulation 
2013-1, Section 6 ‘General Provisions.” 
In addition, this aspect of the Cache 
County I/M program is further 
addressed in Section X, Part F, Vehicle 
Inspection and Maintenance Program, 
“I/M SIP Implementation,” and in 
Section X, Part F, Appendix 1, Cache 
County Ordinance 2013-4, Section 4. 

(d.) Conclusion: Our review, as 
presented above, involved: (a.) Section 
X, Part F, Vehicle Inspection and 
Maintenance Program, (b.) Section X, 
Part F, Appendix 1, which is the Cache 
County Ordinance 2013-4, and (c.) 
Appendix 2, which is the BRHD’s 
Regulation 2013-1, all as compared to 
the applicable provisions of 40 CFR 51, 
subpart S for a non-mandatory I/M 
program. Based on our review, we have 
determined that the SIP revisions 
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sufficiently address the applicable 
provisions in 40 CFR 51, subpart S for 
a non-mandatory I/M program and that 
our approval is warranted. We are, 
therefore, proposing approval of the 
Cache County I/M program as described 
and authorized in Section X, Part F, 
Vehicle Inspection and Maintenance 
Program, Section X, Part F, Appendix 1 
which is the Cache County Ordinance 
2013-4, and Appendix 2 which is the 
BRHD’s Regulation 2013-1. 

(e.) Special Consideration of the 
Diesel I/M Provisions in the BRHD’s 
Regulation 2013-1. 

As we have noted above, the Cache 
County I/M program is not a CAA 
mandatory or otherwise required I/M 
program. EPA takes note of the 
provisions in the BRHD’s Regulation 
2013-1, Section 9.4.6, which states that 
‘All diesel powered vehicles model 
year 1998 and newer shall be tested as 
specified in Appendix D, Diesel Test 
Procedures.” Appendix D of Regulation 
2013-1 is entitled “Test Procedures”’ 
and contains test procedures for OBDII, 
TSI, and for Diesel Powered Vehicles. 

At this point in time, EPA has not 
promulgated specific I/M requirements 
for diesel I/M programs. We have, to 
date, only issued policy guidance 
regarding the gathering of OBD 
information from OBD-equipped diesel 
vehicles.* As such, we do not have 
regulatory language in 40 CFR part 51, 
subpart S to compare, for potential SIP 
approval and SIP credit, the diesel I/M 
requirements in the BRHD’s Regulation 
2013-1. However, EPA does believe the 
above noted diesel I/M provisions in the 
BRHD’s Regulation 2013-1 do have 
potential merit for evaluating diesel 
vehicles and for reducing emissions 
from diesel vehicles. We are therefore 
proposing approval of the diesel I/M 
provisions in the BRHD’s Regulation 
2013-1; however, our proposed 
approval is only for the purposes of 
strengthening the SIP and we are not 
proposing approval of the provisions as 
a diesel I/M program nor assigning any 
SIP credit. 


VI. EPA’s Evaluation of the State’s 
Associated Revisions to Utah Rules 
R307-110-1, R307-110-31, and R307- 
110-36 


(a.) Revisions to Utah Rule R307-110-1; 
Incorporation by Reference 


The purpose of the revisions to R307— 
110-1 is to incorporate by reference the 
Utah SIP into this section of the Utah 


3See EPA Office of Transportation and Air 
Quality: “Best Practices for Addressing OBD 
Readiness in IM Testing of Diesel Vehicles Under 
14,000 Pounds Gross Vehicle Weight Rating”’, 
March 07, 2013. 


Administrative Rules and to advise the 
public the SIP is available on the 
UDAQ’s Web site. EPA finds this a non- 
controversial revision which merely 
incorporates the Utah SIP into the 
State’s Rules, which are a portion of 
Utah’s Codified Law, along with 
providing the public information that 
the SIP can be accessed via the internet 
on the UDAQ’s Web site. The revisions 
to R307-110-1 were adopted by the 
UAQB on December 5, 2012, became 
State-effective on December 6, 2012, and 
were as submitted by the Governor by 

a letter dated January 10, 2013. By a 
subsequent letter dated February 25, 
2013, Bryce Bird, Director, UDAQ, 
submitted the necessary administrative 
documentation that supported the 
Governor’s submittal. 


(b.) Revisions to Utah Rule R307-110- 
31; Section X, Vehicle Inspection and 
Maintenance Program, Part A, General 
Requirements and Applicability 


The purpose of the revisions to R307— 
110-31 is to incorporate by reference 
into the Utah Rules, SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part A, General Requirements 
and Applicability, as adopted by the 
UAQB on December 5, 2012, and which 
became State-effective on December 6, 
2012. The revisions to SIP Section X, 
Part A, were those as we discussed 
above in sections III and IV of this 
action and were as submitted by the 
Governor by a letter dated January 10, 
2013. By a subsequent letter dated 
February 25, 2013, Bryce Bird, Director, 
UDAQ, submitted the necessary 
administrative documentation that 
supported the Governor’s submittal. 


(c.) Revisions to Utah Rule R307-110- 
36; Section X, Vehicle Inspection and 
Maintenance Program, Part F, Cache 
County 


The purpose of the revisions to R307— 
110-36 is to incorporate by reference 
into the Utah Rules, SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part F, Cache County, as 
initially adopted by the UAQB on 
December 5, 2012, and as superseded by 
the revisions as adopted by the VAQB 
on November 6, 2013. Those revisions 
that were adopted by the UAQB on 
November 6, 2013, became State- 
effective on November 7, 2013, and are 
the revisions to SIP Section X, Part F 
that we discussed above in sections III 
and V of this action. The November 7, 
2013, effective revisions were submitted 
by the Governor by a letter dated 
January 28, 2014 and were supported by 
a subsequent letter, dated February 4, 
2014, from Bryce Bird, Director, UDAQ, 


which submitted the necessary 
administrative documentation. 

The revisions to Utah Rules R307— 
110-1, R307—110-31, and R307—110-36, 
as discussed above, incorporate by 
reference the applicable SIP revisions 
into the Utah Administrative Rules 
which then codifies them in the Utah 
Administrative Code. This is acceptable 
to EPA and we are, therefore, proposing 
to approve these revisions to Utah Rules 
R307—110-1, R307—110-31, and R307— 
110-36. 


VII. Consideration of Section 110(1) of 
the Clean Air Act 


Section 110(1) of the CAA states that 
a SIP revision cannot be approved if the 
revision would interfere with any 
applicable requirement concerning 
attainment and reasonable further 
progress towards attainment of a 
NAAQS or any other applicable 
requirement of the CAA. The provisions 
of Utah SIP Section X, Part A contain I/ 
M provisions that were previously 
approved by the EPA and were also 
simultaneously contained in the Utah’s 
SIP Section X for each of the county’s 
I/M programs (i.e., Part B, Part C, Part 
D, and Part E.) The proposed SIP 
revisions to Section X do not weaken 
the previously approved requirements 
and provisions in Section X of the SIP, 
nor do they reduce the emission 
reductions achieved by the original 
program areas. Instead, the revisions to 
SIP Section X reorganize and expand 
the existing Part A requirements and 
provisions, to reflect the redundant 
language that previously appeared in 
Parts B, C, D, and E, and to expand SIP 
Section X to include the Cache County 
I/M program (Part F). The revisions to 
SIP Section X, Part F incorporate a new 
I/M program for Cache County that will 
help to reduce PM>.5 precursor 
emissions of NOx and VOCs. The 
revisions to Utah Rules R307—110-1, 
R307-110-31, and R307—110-36 merely 
incorporate by reference the applicable 
SIP revisions into the Utah 
Administrative Rules which then 
codifies them in the Utah 
Administrative Code. In view of the 
above, EPA proposes to find that the 
revisions to Utah SIP Section X, Part A, 
Utah SIP Section X Part F, and Utah 
Rules R307-—110-1, R307—110-31, and 
R307-110-36 will not interfere with 
attainment, reasonable further progress, 
or any other applicable requirement of 
the CAA. 


VIII. Proposed Action 


EPA is proposing approval of the 
January 10, 2013 submitted SIP 
revisions to Utah’s SIP Section X, 
Vehicle Inspection and Maintenance 
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Program, Part A, General Requirements 
and Applicability, and to Utah Rules 
R307-110-1 and R307-—110-31. In 
addition, EPA is proposing approval of 
the January 28, 2014 submitted SIP 
revisions to Utah’s SIP Section X, 
Vehicle Inspection and Maintenance 
Program, Part F, Cache County, with 
clarification below, and to Utah Rule 
R307-110-36. EPA clarifies that with its 
proposed approval of Utah’s SIP Section 
X, Vehicle Inspection and Maintenance 
Program, Part F, Cache County, 
Appendix 2, the provisions in the 
BRHD’s Regulation 2013-1, Section 
9.4.6 and the diesel test procedures as 
specified in BRHD’s Regulation 2013-1, 
Appendix D are being proposed for 
approval only for purposes of 
strengthening the SIP. These provisions 
are not being proposed for approval as 
a diesel I/M program and are not being 
assigned any SIP credit. 


IX. Statutory and Executive Order 
Reviews 


Under the Clean Air Act, the 
Administrator is required to approve a 
SIP submission that complies with the 
provisions of the Act and applicable 
federal regulations. 42 U.S.C. 7410(k); 
40 CFR 52.02(a). Thus, in reviewing SIP 
submissions, EPA’s role is to approve 
state choices, provided that they meet 
the criteria of the Clean Air Act. 
Accordingly, this action merely 
proposes to approve state law as 
meeting federal requirements and does 
not impose additional requirements 
beyond those imposed by state law. For 
that reason, this proposed action: 

e Is not a “significant regulatory 
action” subject to review by the Office 
of Management and Budget under 
Executive Order 12866 (58 FR 51735, 
October 4, 1993); 

e Does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act (44 
U.S.C. 3501 et seq.); 

e Is certified as not having a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.); 

e Does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Pub. L. 104-4); 

e Does not have federalism 
implications as specified in Executive 
Order 13132 (64 FR 43255, August 10, 
1999); 

e Is not an economically significant 
regulatory action based on health or 
safety risks subject to Executive Order 
13045 (62 FR 19885, April 23, 1997); 


e Is not a significant regulatory action 
subject to Executive Order 13211 (66 FR 
28355, May 22, 2001); 

e Is not subject to requirements of 
Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (15 U.S.C. 272 note) because 
application of those requirements would 
be inconsistent with the Clean Air Act; 
and 

e Does not provide EPA with the 
discretionary authority to address, as 
appropriate, disproportionate human 
health or environmental effects, using 
practicable and legally permissible 
methods, under Executive Order 12898 
(59 FR 7629, February 16, 1994). 

In addition, this proposed rule does 
not have tribal implications as specified 
by Executive Order 13175 (65 FR 67249, 
November 9, 2000), because the SIP is 
not approved to apply in Indian country 
located in the state, and EPA notes that 
it will not impose substantial direct 
costs on tribal governments or preempt 
tribal law. 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Carbon monoxide, 
Intergovernmental relations, Nitrogen 
dioxide, Ozone, Particulate matter, 
Reporting and recordkeeping 
requirements, and Volatile organic 
compounds. 

Authority: 42 U.S.C. 7401 et seq. 


Dated: October 20, 2014. 
Shaun L. McGrath, 
Regional Administrator, Region 8. 
[FR Doc. 2014-26630 Filed 11—7-14; 8:45 am] 
BILLING CODE 6560-50-P 


ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 82 


[EPA-HQ-OAR-201 4-0621; FRL-9918-59- 
OAR] 


RIN 2060-AS38 


Protection of Stratospheric Ozone: 
Extension of the Laboratory and 
Analytical Use Exemption for Essential 
Class | Ozone-Depleting Substances 


AGENCY: Environmental Protection 
Agency. 
ACTION: Proposed rule. 





SUMMARY: The Environmental Protection 
Agency (EPA) is proposing to extend the 
laboratory and analytical use exemption 
for the production and import of class 

] ozone-depleting substances through 
December 31, 2021. This action is 
proposed under the Clean Air Act in 
anticipation of upcoming actions by the 


Parties to the Montreal Protocol on 
Substances that Deplete the Ozone 
Layer. The exemption allows the 
production and import of controlled 
substances in the United States for 
laboratory and analytical uses that have 
not been already identified by EPA as 
nonessential. 


DATES: Comments must be submitted by 
December 10, 2014. 

ADDRESSES: Submit your comments, 
identified by Docket ID No. EPA-HQ- 
OAR-2014—0621, by one of the 
following methods: 

e www.regulations.gov: Follow the 
on-line instructions for submitting 
comments. 

e Email: a-and-r-Docket@epa.gov. 

e Fax: (202) 566-9744. 

e Phone: (202) 566-1742. 

e U.S. Mail: Docket EPA-HQ—OAR- 
2014-0621, U.S. Environmental 
Protection Agency, EPA Docket Center, 
Air and Radiation Docket, Mail Code 
28221T, 1200 Pennsylvania Avenue 
NW., Washington, DC 20460. 

e Hand Delivery or Courier: Docket 
EPA-HQ-OAR-2014—0621, EPA Docket 
Center—Public Reading Room, EPA 
West Building, Room 3334, 1301 
Constitution Avenue NW., Washington, 
DC 20004. Such deliveries are only 
accepted during the Docket’s normal 
hours of operation, and special 
arrangements should be made for 
deliveries of boxed information. 

Instructions: Direct your comments to 
Docket ID No. EPA—HQ—OAR-2014- 
0621. EPA’s policy is that all comments 
received will be included in the public 
docket without change and may be 
made available online at 
www.regulations.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CBJ) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
consider to be CBI or otherwise 
protected through www.regulations.gov 
or email. The www.regulations.gov Web 
site is an “anonymous access”’ system, 
which means EPA will not know your 
identity or contact information unless 
you provide it in the body of your 
comment. If you send an email 
comment directly to EPA without going 
through www.regulations.gov your email 
address will be automatically captured 
and included as part of the comment 
that is placed in the public docket and 
made available on the Internet. If you 
submit an electronic comment, EPA 
recommends that you include your 
name and other contact information in 
the body of your comment and with any 
disk or CD-ROM you submit. If EPA 
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cannot read your comment due to 
technical difficulties and cannot contact 
you for clarification, EPA may not be 
able to consider your comment. 
Electronic files should avoid the use of 
special characters, any form of 
encryption, and be free of any defects or 
viruses. For additional information 
about EPA’s public docket visit the EPA 
Docket Center homepage at http:// 
www.epa.gov/epahome/dockets.htm. 
Docket: All documents in the docket 
are listed on the www.regulations.gov 
Web site. Although listed in the index, 
some information is not publicly 
available, e.g., confidential business 
information (CBJ) or other information 


whose disclosure is restricted by statute. 


Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either electronically through 
www.regulations.gov or in hard copy at 
the Air and Radiation Docket, EPA/DC, 
EPA West, Room 3334, 1301 
Constitution Ave. NW., Washington, 
DC. The Public Reading Room is open 
from 8:30 a.m. to 4:30 p.m., Monday 
through Friday, excluding legal 
holidays. The telephone number for the 
Public Reading Room is (202) 566-1744, 
and the telephone number for the Air 
and Radiation Docket is (202) 566-1742. 
FOR FURTHER INFORMATION CONTACT: 
Jeremy Arling by regular mail: U.S. 
Environmental Protection Agency, 
Stratospheric Protection Division 
(6205T), 1200 Pennsylvania Avenue 
NW., Washington, DC 20460; by 
telephone: 202-343-9055; or by email: 
arling.jeremy@epa.gov. You may also 
visit the EPA’s Ozone Protection Web 
site at www.epa.gov/ozone/ 
strathome.htm1 for further information 
about EPA’s Stratospheric Ozone 
Protection regulations, the science of 
ozone layer depletion, and other related 
topics. 

SUPPLEMENTARY INFORMATION: 


I. General Information 


A. Does this action apply to me? 


Entities potentially regulated by this 
action potentially include: (1) 
Pharmaceutical preparations 
manufacturing businesses (NAICS code 
325412); (2) medical and diagnostic 
laboratories (NAICS code 621511); (3) 
research and development in the 
physical, engineering, and life sciences 
(NAICS code 54171); and (4) 
environmental consulting services 
(NAICS code 541620). This list is not 
intended to be exhaustive, but rather to 
provide a guide for readers regarding 
entities likely to be regulated by this 


action. To determine whether your 
facility, company, business, or 
organization could be regulated by this 
action, you should carefully examine 
the regulations promulgated at 40 CFR 
part 82, subpart A. If you have questions 
regarding the applicability of this action 
to a particular entity, consult the person 
listed in the preceding section. 


B. What should I consider when 
preparing my comments? 


1. Confidential Business Information. 
Do not submit confidential business 
information (CBI) to EPA through 
www.regulations.gov or email. Clearly 
mark the part or all of the information 
that you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 
disk or CD-ROM as CBI and then 
identify electronically within the disk or 
CD-ROM the specific information that 
is claimed as CBI. Information so 
marked will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. 

2. Tips for Preparing Your Comments. 
When submitting comments, remember 
to: 

e Identify the rulemaking by docket 
number and other identifying 
information (subject heading, Federal 
Register date, and page number). 

e Follow directions—The agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

e Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

e Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

e If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

e Provide specific examples to 
illustrate your concerns, and suggest 
alternatives. 

e Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

¢ Make sure to submit your 
comments by the comment period 
deadline identified. 


II. Extension of the Laboratory and 
Analytical Use Exemption 


The Montreal Protocol on Substances 
That Deplete the Ozone Layer (Montreal 


Protocol, or Protocol) is the 
international agreement to reduce and 
eventually eliminate the global 
production and consumption ! of ozone- 
depleting substances (ODS). This goal is 
accomplished through adherence by 
each country that is a Party to the 
Montreal Protocol to phaseout 
schedules for specific controlled 
substances. The Protocol established 
January 1, 1996, as the date by which 
the production and import of most 
substances classified as ‘‘class I 
controlled substances”’ under the Clean 
Air Act—including chlorofluorocarbons 
(CFCs), carbon tetrachloride, and methy] 
chloroform *—were phased out in 
developed countries, including the 
United States. The Clean Air Act grants 
EPA the authority to implement the 
Protocol’s phaseout schedules in the 
United States. Section 604 of the Clean 
Air Act requires EPA to issue 
regulations phasing out production and 
consumption of class 1 ODS according to 
a prescribed schedule. EPA’s phaseout 
regulations for ODS are codified at 40 
CFR part 82, subpart A. 

The Montreal Protocol provides 
exemptions that allow for the continued 
import and/or production of ODS for 
specific uses. For most class 1 ODS, the 
Parties may collectively grant 
exemptions to the ban on production 
and import of ODS for uses that they 
determine to be “‘essential.’’ For 
example, with respect to CFCs, Article 
2A(4) provides that the phaseout will 
apply “save to the extent that the Parties 
decide to permit the level of production 
or consumption that is necessary to 
satisfy uses agreed by them to be 
essential.” Similar language appears in 
the control provisions for halons (Art. 
2B), carbon tetrachloride (Art. 2D), 
methyl] chloroform (Art. 2E), 
hydrobromofluorocarbons (Art. 2G), and 
chlorobromomethane (Art. 2]). As 
defined by Decision IV/25 of the Parties, 
“use of a controlled substance should 
qualify as ‘essential’ only if: (i) It is 
necessary for the health, safety or is 
critical for the functioning of society 
(encompassing cultural and intellectual 
aspects); and (ii) there are no available 
technically and economically feasible 
alternatives or substitutes that are 
acceptable from the standpoint of 
environment and health.” 

Decision X/19 under the Montreal 
Protocol (taken in 1998) allowed a 


!“Consumption” is defined as the amount of a 
substance produced in the United States, plus the 
amount imported into the United States, minus the 
amount exported from the United States to other 
Parties to the Montreal Protocol (see section 601(6) 
of the Clean Air Act). 

2Class I controlled substances are listed at 40 CFR 
part 82, subpart A, Appendix A. 
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general exemption for essential 
laboratory and analytical uses through 
December 31, 2005. EPA codified this 
exemption at 40 CFR part 82, subpart A. 
While the Clean Air Act does not 
specifically provide for this exemption, 
EPA determined that an exemption for 
essential laboratory and analytical uses 
was allowable under the Act as a de 
minimis exemption. EPA addressed the 
de minimis exemption in a regulation 
issued March 13, 2001 (66 FR 14760). 

Decision X/19 also requested the 
Montreal Protocol’s Technology and 
Economic Assessment Panel (TEAP), a 
group of technical experts from various 
Parties, to report annually to the Parties 
to the Montreal Protocol on laboratory 
and analytical procedures that could be 
performed without the use of controlled 
substances. It further stated that at 
future Meetings of the Parties (MOPs), 
the Parties would decide whether such 
procedures should no longer be eligible 
for exemptions. Based on the TEAP’s 
recommendation, the Parties to the 
Montreal Protocol decided in 1999 
(Decision XI/15) that the general 
exemption no longer applied to the 
following uses: testing of oil and grease 
and total petroleum hydrocarbons in 
water; testing of tar in road-paving 
materials; and forensic finger-printing. 
EPA incorporated these exclusions at 
Appendix G to subpart A of 40 CFR part 
82 on February 11, 2002 (67 FR 6352). 

At the 18th MOP, the Parties 
acknowledged the need for methy] 
bromide for laboratory and analytical 
procedures, and added methyl bromide 
to the ODS under the essential 
laboratory and analytical use 
exemption. Decision XVIII/15 outlined 
specific uses and exclusions for methy] 
bromide under the exemption. EPA 
incorporated specific uses of methyl 
bromide in the essential laboratory and 
analytical use exemption at Appendix G 
to subpart A of 40 CFR part 82 on 
December 27, 2007 (72 FR 73264). 

In November 2009, at the 21st MOP, 
the Parties in Decision XXI/6 extended 
the global laboratory and analytical use 
exemption through December 31, 2014. 
Based on this decision, EPA amended 
the regulation at 40 CFR 82.8(b) to 
extend the essential laboratory and 
analytical use exemption through 
December 31, 2014 (76 FR 77909, 
December 15, 2011). Decision XXI/6 
also notes laboratory and analytical uses 
of ODS for which the TEAP and its 
Chemicals Technical Options 
Committee (CTOC), determined that 
alternative procedures exist. However, 
the Parties did not exclude any of those 
procedures from the exemption for 
laboratory and analytical uses. 


At the July 2014 Open Ended Working 
Group meeting of the Montreal Protocol, 
the United States Government 
submitted a draft Decision to extend the 
global laboratory and analytical use 
exemption through December 31, 2021. 
This draft Decision is available in the 
docket to this rule. The Parties will 
decide whether to extend the exemption 
at their next Meeting of the Parties in 
November 2014. 

A detailed discussion of the 
laboratory and analytical uses of ODS 
can be found in the regulation issued by 
EPA on March 13, 2001 (66 FR 14760). 
That rule also discusses how the 
controls in place for laboratory and 
analytical uses provide adequate 
assurance that very little, if any, 
environmental damage will result from 
the handling and disposal of the small 
amounts of class I ODS used in such 
applications, due to the Appendix G 
requirements for small quantity and 
high purity. For example, class 1 ODS 
must be sold in cylinders three liters or 
smaller or in glass ampoules 10 
milliliter or smaller. Since issuing the 
original exemption, EPA has not 
received information that would suggest 
otherwise. 

U.S. production and consumption of 
ODS under the laboratory and analytical 
use exemption is on a general decline, 
indicating that many users have been 
able to transition from ozone-depleting 
substances. However, certain laboratory 
procedures continue to require the use 
of class I substances in the United 
States. Because non-ODS replacements 
for the class I substances have not been 
identified for all uses, EPA is proposing 
to extend this exemption through 
December 31, 2021. 

EPA believes an extension of seven 
years is warranted, as it is unlikely that 
non-ODS replacements will be in place 
for all laboratory and analytical uses 
prior to that time. An extension of this 
length would also minimize uncertainty 
for stakeholders and promote 
administrative efficiency. EPA 
recognizes that the Parties may not agree 
to extend the exemption or may agree to 
an expiration date that is earlier than 
December 31, 2021. In either event, EPA 
will not adopt a final rule containing an 
extension beyond that agreed by the 
Parties. 

EPA welcomes comment on a variety 
of potential scenarios including no 
extension or an extension shorter than 
seven years. While there is uncertainty 
about the length of the extension, EPA 
believes it is appropriate to propose this 
rule prior to action being taken by the 
Parties to the Protocol to avoid a 
significant gap in the availability of this 
exemption. Because the Parties will not 


take a Decision until November 2014, 
EPA is requesting public input now so 
as to be able to finalize an extension 
shortly after the Meeting of the Parties. 
EPA notes that if the exemption lapses, 
stocks of existing class 1 ODS produced 
or imported under the exemption can 
continue to be sold by distributors and 
used by laboratories as the prohibition 
applies only to the production and 
import of class I ODS. 

EPA is also seeking comment from 
standards organizations that either 
continue to use ODS in their standards 
or that have developed new standards. 
Similarly, EPA is interested in comment 
from laboratories that continue to use 
ODS or that have transitioned to ozone- 
safe alternatives. 


III. Statutory and Executive Order 
Reviews 


Additional information about these 
statutes and Executive Orders can be 
found at http://www2.epa.gov/laws- 
regulations/laws-and-executive-orders. 


A. Executive Order 12866: Regulatory 
Planning and Review and Executive 
Order 13563: Improving Regulation and 
Regulatory Review 


This action is not a significant 
regulatory action and was therefore not 
submitted to the Office of Management 
and Budget (OMB) for review. 


B. Paperwork Reduction Act (PRA) 


This action does not impose any new 
information collection burden under the 
PRA. OMB has previously approved the 
information collection activities 
contained in the existing regulations 
and has assigned OMB control number 
2060-0170. This action extends but 
does not modify the existing exemption 
from the phaseout of class 1 ODS. 


C. Regulatory Flexibility Act 


I certify that this action will not have 
a significant economic impact on a 
substantial number of small entities 
under the RFA. In making this 
determination, the impact of concern is 
any significant adverse economic 
impact on small entities. An agency may 
certify that a rule will not have a 
significant economic impact on a 
substantial number of small entities if 
the rule relieves regulatory burden, has 
no net burden or otherwise has a 
positive economic effect on the small 
entities subject to the rule. This action 
provides an otherwise unavailable 
benefit to those companies that obtain 
ozone-depleting substances under the 
essential laboratory and analytical use 
exemption. We have therefore 
concluded that this action will relieve 
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regulatory burden for all directly 
regulated small entities. 


D. Unfunded Mandates Reform Act 


This action does not contain any 
unfunded mandate as described in 
UMRA, 2 U.S.C. 1531-1538, and does 
not significantly or uniquely affect small 
governments. The action imposes no 
enforceable duty on any state, local or 
tribal governments or the private sector. 
This action merely extends the essential 
laboratory and analytical use exemption 
from the 1996 and 2005 phaseouts of 
class I ODS production and 
consumption until December 31, 2021. 


E. Executive Order 13132: Federalism 


This action does not have federalism 
implications. It will not have substantial 
direct effects on the states, on the 
relationship between the national 
government and the states, or on the 
distribution of power and 
responsibilities among the various 
levels of government. 


F. Executive Order 13175: Consultation 
and Coordination With Indian Tribal 
Governments 


This action does not have tribal 
implications as specified in Executive 
Order 13175. This rule does not 
significantly or uniquely affect the 
communities of Indian tribal 
governments, nor does it impose any 
enforceable duties on communities of 
Indian tribal governments. This action 
would extend the essential laboratory 
and analytical use exemption from the 
1996 and 2005 phaseouts of class 1 ODS 
production and consumption until 
December 31, 2021. Thus, Executive 
Order 13175 does not apply to this 
action. 








G. Executive Order 13045: Protection of 
Children From Environmental Health 
Risks and Safety Risks 


EPA interprets Executive Order 13045 
as applying only to those regulatory 
actions that concern environmental 
health or safety risks that the agency has 
reason to believe may 
disproportionately affect children, per 
the definition of ‘covered regulatory 
action”’ in section 2—202 of the 
Executive Order. This action is not 
subject to Executive Order 13045 
because it does not concern an 
environmental health risk or safety risk. 


H. Executive Order 13211: Actions That 
Significantly Affect Energy Supply, 
Distribution, or Use 

This action is not subject to Executive 
Order 13211, because it is not a 
significant regulatory action under 
Executive Order 12866. 


I, National Technology Transfer and 
Advancement Act 


This rulemaking does not involve 
technical standards. 


J. Executive Order 12898: Federal 
Actions To Address Environmental 
Justice in Minority 


Populations and Low-Income 
Populations 


EPA believes the human health or 
environmental risk addressed by this 
action will not have potential 
disproportionately high and adverse 
human health or environmental effects 
on minority, low-income, or indigenous 
populations because it does not affect 
the level of protection provided to 
human health or the environment. The 
controls in place for laboratory and 
analytical uses provide adequate 
assurance that very little, if any, 


environmental impact will result from 
the handling and disposal of the small 
amounts of class I ODS used in such 
applications. 


List of Subjects in 40 CFR Part 82 


Environmental protection, 
Administrative practice and procedure, 
Air pollution control, Chemicals, 
Chlorofluorocarbons, Imports, Methyl 
chloroform, Ozone, Reporting and 
recordkeeping requirements. 


Dated: October 31, 2014. 
Gina McCarthy, 
Administrator. 


For the reasons set out in the 
preamble, 40 CFR part 82 is proposed to 
be amended as follows: 


PART 82—PROTECTION OF 
STRATOSPHERIC OZONE 


w 1. The authority citation for part 82 
continues to read as follows: 


Authority: 42 U.S.C. 7414, 7601, 7671- 
76714q. 
m 2. Section 82.8 is amended by revising 
paragraph (b) to read as follows: 


§82.8 Grant of essential use allowances 
and critical use allowances. 
* * * * 


(b) A global exemption for class I 
controlled substances for essential 
laboratory and analytical uses shall be 
in effect through December 31, 2021, 
subject to the restrictions in appendix G 
of this subpart, and subject to the 
recordkeeping and reporting 
requirements at § 82.13(u) through (x). 
There is no amount specified for this 
exemption. 

* * * * * 
[FR Doc. 2014-26530 Filed 11-7-14; 8:45 am] 
BILLING CODE 6560-50-P 
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DEPARTMENT OF AGRICULTURE 


Performance Review Board 
Appointments 


AGENCY: Office of Human Resources 
Management, Departmental 
Management, USDA. 


ACTION: Notice of appointment. 





SUMMARY: This notice announces the 
appointment of the members of the 
Senior Executive Service (SES) and 
Senior Level (SL) and Scientific or 
Professional (ST) Performance Review 
Boards (PRB) for the Department of 
Agriculture, as required by 5 U.S.C. 
4314(c)(4). Agriculture has a total of six 
PRBs: the Secretary's PRB; Departmental 
Management and Staff Offices PRB; 
Natural Resources and Environment 
PRB; Farm and Foreign Agricultural 
Services, Rural Development, Food, 
Nutrition and Consumer Services PRB; 
Marketing and Regulatory Programs, 
Food Safety PRB; and Research, 
Education, and Economics PRB. The 
PRBs comprise of career and noncareer 
executives and Chairpersons to make 
recommendations on the performance of 
executives to the Secretary, including 
performance ratings and bonuses for 
SES, SL, and ST employees. The boards 
meet annually to review and evaluate 
performance appraisal documents and 
provide written recommendations to the 
Secretary for final approval of 
performance ratings and base salary 
increases. 


DATES: Effective October 24, 2014. 

FOR FURTHER INFORMATION CONTACT: 
William Milton, Director, Office of 
Human Resources Management, 
telephone: (202) 690-2139, email: 
william.milton@dm.usda.gov or Patricia 
Moore, Director, Executive Resources 
Management Division, telephone: (202) 
720-8629, email: patty.moore@ 
dm.usda.gov. 


SUPPLEMENTARY INFORMATION: In 
accordance with 5 U.S.C. 4314(c)(4), the 


following executives may be appointed 
by mission areas to the USDA PRBs: 


Office of the Secretary 


Baenig, Brian; Christenson, Daniel; 
Wheelock, Leslie 


Departmental Management (OAO, 
OBPA, OCIO, OCFO, OHSE, OHRM, 
OJO, OO and OPPM) and Staff Offices 
(ASCR, OCE, OC, OCR, OGC and NA) 


Batta, Todd; Parham, Gregory L.; 
Baumes, Harry S.; Bender, Stuart; 
Bice, Donald; Black, David O.; 
Brewer, John; Bumbary-Langston, Inga 
P.; Christian, Lisa A.; Clanton, 
Michael W.; Coffee, Richard; Cook, 
Chery] L.; Foster, Andrea L.; Glauber, 
Joseph; Grahn, David P.; Heard, 
Robin; Hohenstein, William G.; 
Holladay, Jon; Hunter, Joyce; Jackson, 
Yvonne T.; Jeanquart, Roberta; Jenson, 
William; Johansson, Robert C.; Jones, 
Carmen: Jones, Diem Linh L.; Kelly, 
Janet Karlease; Leland, Arlean; 
Leonard, Joe; Linden, Ralph A.; 
Lippold, David; Lowe, Christopher S.; 
Lowe, Stephen O.; McClam, Charles; 
Milton, William; Moulton, Robert 
Jeffrey; Paul, Matt; Parker, Carolyn C.; 
Pfaeffle, Frederick; Repass, Todd; 
Ruiz, Carl Martin; Shorter, Malcom; 
Shearer, David P.; Turner, Calvin; 
Vos, John P.; Ware, Joseph A.; 
Wallace, Charles; White, John S.; 
Wilburn, Curtis; Wiley, Curtis; 
Wilusz, Lisa; Young, Benjamin; 
Young, Mike; Zehren, Christopher J. 


Marketing and Regulatory Programs 
(MRP) 


Avalos, Ed; Cordova, Elvis; Woodward 
II, Gary 


Agricultural Marketing Service 


Alonzo, Anne; Bailey, Douglas; Barnes, 
Rex; Coale, Dana; Earnest, Darry]; 
Guo, Ruihong; McEvoy, Miles; Morris, 
Craig; Neal, Arthur; Parrott, Charles 
W. 


Animal and Plant Health Inspection 
Service 


Bandla, Murali; Bech, Rebecca; Berger, 
Philip; Blakely, Cheryle L; Brown, 
Charles; Clark, Larry; Clay, William; 
Clifford, John; Davidson, Mark L.; 
Diaz-Soltero, Hilda; Dick, Jere; El 
Lissy, Osama A.; Firko, Michael J.; 
Gipson, Chester A.; Granger, Larry; 
Gregoire, Michael; Grode, Jeffrey; Hill, 
Jr., Richard; Hoffman, Neil E.; 
Holland, Marilyn; Huttenlocker, 


Robert; Jones, Bethany; Juarez, 
Bernadette; Kaplan, David; Lautner, 
Elizabeth; Levings, Randall L.; 
McCammon, Sally L.; McCluskey, 
Brian; Mendoza, Jr., Martin; Morgan, 
Andrea; Murphy, Virginia; Myers, 
Thomas; Royer, Matthew; Shea, A. 
Kevin; Shere, Jack; Simmons, Beverly; 
Smith, Cynthia; Thiermann, 
Alejandro B.; Thompson, Barbara L.; 
Watson, Michael T.; Washington, 
Gary S.; Wiggins, Marsha A.; Zakarka, 
Christine 


Grain Inspection, Packers and 
Stockyards Administration 


Alonzo, Mary C.; Jones, Randall; Keith, 
Susan; Mitchell, Lawrence W. 


Food Safety 


Almanza, Alfred; Banegas, Ronald; 
Basu, Parthapratim; Blake, Carol L.; 
Chen, Vivian; Dearfield, Kerry L.; 
Derfler, Philip; Edelstein, Rachel; 
Engeljohn, Daniel; Esteban, Jose 
Emilio; Gilmore, Keith Allyn; Hill, 
Joseph; Jones, Ronald; Kause, Janell 
R.; Lowe, Mary F.; Mian, Haroon S.; 
Myers, Jacqueline; Nintemann, Terri; 
Ronholm, Brian; Sidrak, Hany Z.; 
Smith, William; Stevens, Janet; 
Tawadrous, Armia; Tohamy, Soumaya 
M; Watts, Michael 


Farm and Foreign Agricultural Services 
Gutter, Karis T; Scuse, Michael 
Foreign Agricultural Service 


Foster, Christian; Karsting, Philip; 
Palmieri, Suzanne; Nuzum, Janet; 
Quick, Bryce 


Farm Service Agency 


Beyerhelm, Christopher; Diephouse, 
Gregory; Garcia, Juan M.; Dolcini, Val; 
Harwood, Joy; Rucker, Mark A.; 
Schmidt, John M.; Stephenson, 
Robert; Thompson, Candace; Trimm, 
Alan; Ware, Heidi Grace 


Risk Management Agency 


Alston, Michael; Nelson, Leiann H.; 
Willis, Brandon C.; Witt, Timothy; 
Worth, Thomas W. 


Food, Nutrition and Consumer Services 
(FNCS) 


Bailey Jr., Robin David; Barnes, Darlene; 
Burr, David Glenn; Concannon, 
Kevin; Dean, Telora; Dombroski, 
Patricia; English, Timothy D.; Jackson, 
Yvette S.; Kane, Deborah J.; Ludwig, 
William; Mande, Jerold; Rowe, 
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Audrey; Shahin, Jessica; Thornton, 
Jane; Tribiano, Jeffrey 


Rural Development (RD) 


Ferguson, Katherine; O’Brien, Doug; 
Kunesh, Patrice 


Rural Business Service 
Parker, Chadwick O. 
Rural Housing Service 


Allen, Joyce; Davis, Richard A.; 
Glendenning, Roger; Hannah, 
Thomas; Hooper, Bryan; Primrose, 
Edna; Ross, Robert H.; Salguero, 
Francisco; Atkins, Anita 


Rural Utilities Service 


Adams, Keith; Ackerman, Kenneth; 
Bojes, Gary; Ponti-Lazaruk, Jacqueline 


Natural Resources and Environment 


Blazer, Arthur; Bonnie, Robert Farrell; 
Harrell, Meryl; Mills, Ann C. 


Forest Service 


Atkinson, Kathleen; Blount, Emilee; 
Brown, Thomas C.; Bryant, Arthur; 
Bytnerowicz, Andrzej; Christiansen, 
Victoria; Cleaves, David A.; Cohen, 
Warren Bruce; Coleman, Angela V.; 
Cullen, Daniel; Dixon, Antoine; 
Doudrick, Robert; Ferguson, Tony; 
Ferrell, David L.; Foster, George S.; 
Friend, Alexander L.; Grant, Gordon 
E.; Guldin, Richard; Gutman, 
Theodore H.; Hammel, Kenneth E.; 
Harbour, Thomas C.; Hubbard, James 
E.; Iverson, Louis R.; Jiron, Daniel J.; 
Joyner, Calvin N.; Krueger, Faye L.; 
Lago, Jacquelyn L.; Lemly, Dennis; 
Lepore, Mary Beth; Lugo, Ariel E.; 
Mangold, Robert D.; McGuire, 
Jennifer; Meade, Joe L.; Meinzer, 
Frederick C.; Mezainis, Valdis E.; 
Moore, Randy; Myers, Jr., Charles L.; 
Nash, Douglas R.; Pena, James M.; 
Pendleton, Beth G.; Peterson, David 
L.; Phipps, John E.; Rains, Michael T.; 
Raphael, Martin G.; Rasure, Nora B.; 
Reaves, Jimmy L.; Rodriguez-Franco, 
Carlos; Ross, Robert J.; Sears, George 
A.; Shortle, Walter C.; Smith, Gregory 
C.; Spies, Thomas A.; Stanturf, John 
A.; Strong, Thelma J.; Thompson III, 
Frank R.; Tidwell, Thomas; Tooke, 
Tony; Vose, James M.; Wagner, Mary 
A.; Wear, David; Weldon, Leslie; 
West, Cynthia 


Natural Resources Conservation 
Service 


Barry, Gayle N.; Boozer, Astor F.; 
Christensen, Thomas; Coleman, Ray- 
Deleon J.; Erickson, Terrell; Gelburd, 
Diane; Herbert, Noller; Honeycutt, C. 
Wayne; Jordan, Leonard; Kramer, 
Anthony; Kunze, Stephen; Perry, 
Janet; Reed, Lesia; Salinas, Salvador; 





Smith, David W.; Suarez Oliva, 
Carlos; Weller, Jason; Wilkes, Homer 
Li. 


Research, Education and Economics 


Abebe, Yeshimebet, Bartuska, Ann; 
Woteki, Catherine 


Agricultural Research Service 


Ahuja, Lajpat R.; Allen, Lindsay; 
Arnold, Jeffrey G.; Baldus, Lisa; 
Brennan, Deborah; Bahar, Mojdeh; 
Bretting, Peter K.; Chandler, Laurence; 
Cleveland, Thomas; Erhan, Sevin; 
Fayer, Ronald; Gay, Cyril G.; Gibson, 
Paul; Gottwald, Timothy R.; Hackett, 
Kevin J.; Hammond, Andrew; 
Hatfield, Jerry L.; Hefferan, Colien; 
Huber, Steven C.; Hunt, Patrick G.; 
Jackson, Thomas J.; Jacobs-Young, 
Chavonda; Jenkins, Johnie Norton; 
Kappes, Steven; Kochian, Leon V.; 
Kunickis, Sheryl; Lillehoj, Hyun S.; 
Lindsay, James A.; Liu, Simon; Loper, 
Joyce E.; Magill, Robert; Matteri, 
Robert; Mattoo, Autar K.; McGuire, 
Michael; McMurtry, John; Nackman, 
Ronald J; Onwulata, Charles: Ort, 
Donald R.; Pollak, Emil; Rango, 
Albert; Riley, Ronald T.; Sebesta, 
Paul; Shafer, Steven; Starke-Reed, 
Pamela; Simmons, Mary W.; Smith, 
Timothy P.; Spence, Joseph; Suarez, 
David Lee; Swietlik, Dariusz; 
Upchurch, Dan; Whalen, Maureen; 
Willett, Julious L.; Zhang, Howard 


Economic Research Service 


Bianchi, Ronald; Bohman, Mary; 
Munisamy, Gopinath; Pompelli, 
Gregory K.; Variyam, Jayachandran 
N.; Weinberg, Marca J. 


National Agricultural Statistics Service 


Barnes, Kevin L.; Hamer, Jr., Hubert; 
Harris, James Mark; Parsons, Joseph 
L.; Picanso, Robin; Reilly, Joseph; 
Valivullah, Michael 


National Institute of Food and 
Agriculture 


Broussard, Mery]; Desbois, Michel; 
Holland, Robert E.; Montgomery, 
Cynthia R.; Qureshi, Muquarrab A. ; 
Ramaswamy, Sonny 
Dated: November 5, 2014. 

Thomas J. Vilsack, 

Secretary. 

[FR Doc. 2014-26613 Filed 11-7-14; 8:45 am] 
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DEPARTMENT OF AGRICULTURE 


Agricultural Marketing Service 
[Doc. No. AMS-LPS-14-0081] 


Notice of Inquiry; Request for 
Comments on a New Beef Promotion, 
Research, and Information Order 


AGENCY: Agricultural Marketing Service, 
USDA. 

ACTION: Notice of Inquiry, request for 
comments. 





SUMMARY: The Agricultural Marketing 
Service (AMS) of the Department of 
Agriculture (USDA) requests public 
comments to inform its development of 
a beef promotion, research, and 
information order under the Commodity 
Promotion, Research, and Consumer 
Information Act of 1996 (1996 Act). This 
request for comments offers the 
opportunity for interested individuals 
and organizations to provide views 
concerning provisions that would be 
included in an industry-funded 
promotion, research, and information 
program for beef and beef products. The 
proposed order would be in addition to 
the existing beef promotion and 
research program established under the 
Beef Promotion and Research Act of 
1985 (1985 Act). A referendum on an 
order established under the 1996 Act 
would be conducted 3 years after 
assessments begin to determine whether 
beef producers favor the program and if 
it should continue. A second 
referendum would be held within 7 
years of the start of the program. 


DATES: Written comments must be 
received by December 10, 2014. 


ADDRESSES: Interested persons and 
organizations are invited to submit 
written comments by any of the 
following methods: 

Federal eRulemaking: At 
www.regulations.gov, follow the 
instructions for submitting comments. 

Mail; Comments may be sent to Beef 
Promotion, Research, and Information 
Order; Research and Promotion 
Division; Livestock, Poultry, and Seed 
Program; Agricultural Marketing 
Service, USDA, Room 2096-S, STOP 
0249, 1400 Independence Avenue SW., 
Washington, DC 20250-0249. 

Instructions: All comments should 
reference the docket number, the date, 
and the page number of this issue of the 
Federal Register. In providing 
responsive comments concerning 
provisions of this program, please 
reference the heading below under 
which you are contributing information. 

Please be advised that all comments 
submitted in response to this notice will 
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be included in the record and will be 
made available to the public on the 
Internet at http://www.regulations.gov, 
including any personal information. 
Also, the identity of the individuals or 
entities submitting the comments will 
be made public. 

FOR FURTHER INFORMATION CONTACT: 
Angie Snyder, Research and Promotion 
Division, by email at angie.snyder@ 
ams.usda.gov, by fax at 202/720-1125, 
or by phone on 202/720-5705. 
SUPPLEMENTARY INFORMATION: 


Background 


1985 Act Program 


The current beef promotion and 
research program (commonly called the 
Beef Checkoff Program) was authorized 
by the Beef Promotion and Research Act 
of 1985 (1985 Act), 7 U.S.C. 2901-2918, 
and became effective on July 18, 1986, 
when the Beef Promotion and Research 
Order, 7 CFR Part 1260, was issued. 
Assessments began on October 1, 1986. 

The Beef Checkoff Program’s goal is to 
strengthen the position of beef in the 
marketplace and to maintain and 
expand domestic and foreign markets 
and uses for beef and beef products. The 
program is funded by a mandatory 
assessment of $1 per head collected 
each time cattle are sold. All producers 
owning and marketing cattle, regardless 
of the size of their operation or the value 
of their cattle, must pay the assessment. 
A comparable assessment is collected 
on all imported cattle, beef, and beef 
products. Assessments under this 
program, which total about $80 million 
annually, are used to fund programs of 
promotion, research, and information 
that are carried out under federal 
oversight 

This program is administered by the 
Cattlemen’s Beef Promotion and 
Research Board (CBB) comprising 
approximately 100 domestic producer 
and importer members. Each year, the 
Secretary of Agriculture appoints about 
one-third of all CBB members to 3-year 
terms from cattle producers and 
importers nominated by eligible 
industry organizations. 

Annually, CBB elects 10 members to 
a Beef Promotion Operating Committee 
(Operating Committee). The other 10 
members of the Operating Committee 
are members of the Federation of State 
Beef Councils, which is a division of the 
National Cattlemen’s Beef Association. 
The Operating Committee is responsible 
for developing budgets; approving 
projects of promotion, research, and 
information; and awarding contracts on 
behalf of the Beef Checkoff Program. 

CBB employs a staff with offices in 
Centennial, Colorado. 


Working Group Meetings 


For more than 3 years, a Cross- 
Industry Working Group (CIWG, also 
known as the Beef Checkoff Working 
Group and the Beef Checkoff 
Enhancement Working Group) made up 
of a number of cattle industry and 
agricultural organizations met to 
identify ways to come to agreement on 
how to bring additional resources to the 
Beef Checkoff Program, including 
whether to amend the existing program 
under the 1985 Act, to create a new 
program under the Commodity 
Promotion, Research, and Information 
Act of 1996 (1996 Act), 7 U.S.C. 7411- 
7425, or some other action. While 
producer attitude surveys show that 
support for the current program is high 
and indications are that most support an 
increase in the assessment rate, 
concerns have nevertheless been 
expressed about the structure of the 
program as contemplated by the 1985 
Act and a desire by some that the Beef 
Checkoff Program structure be amended 
as a prerequisite for support for an 
increase in assessments. 

CIWG members agreed that the 
current Beef Checkoff Program was 
underfunded to meet its long-range 
plan, but they did not settle on any 
governance changes. They did, however, 
request for USDA to amend the Beef 
Promotion and Research Order to allow 
organizations created since 1985 to 
contract with the Beef Checkoff 
Program. USDA completed this 
regulatory action in August 2012. 

Since the initial meeting, the CIWG 
met several times, and unable to come 
to a recommendation, disbanded in June 
2013. After disbanding, some 
organizations that were a part of the 
CIWG supported a proposal to develop 
a new beef program under the 1996 Act 
to limit any one organization’s control 
over the direction of checkoff dollars. 
Other organizations that were a part of 
the CIWG supported keeping the 
program under the 1985 Act or 
establishing new beef-specific 
legislation. 

At the direction of Secretary Thomas 
Vilsack, the CIWG reconvened in early 
2014 and appointed a facilitator. The 
group last met in July 2014 in 
Washington, DC, and identified a 
number of ways to enhance the current 
Beef Checkoff Program, including 
changing the nominating process to 
allow associations a greater say in who 
serves on the Beef Promotion Operating 
Committee, which directs the projects 
under the Beef Checkoff Program; 
increasing the $1.00-per-head 
assessment by an additional, refundable 
$1.00; holding periodic requests for a 


referendum on the Beef Checkoff 
Program at local Farm Service Agency 
county offices; and having CBB staff 
take the lead in running Beef Checkoff 
committee meetings, which are jointly 
populated by both CBB members and 
members of the Federation of State Beef 
Councils (Federation), to address 
concerns about any one organization 
running the meetings. 

Shortly thereafter, one organization 
withdrew from the CIWG, expressing 
belief that the actions were unlikely to 
result in the desired reform. The 
organization that withdrew from the 
CIWG further recommended that USDA 
create a new beef checkoff program 
under the 1996 Act. 

At a meeting of most of the members 
of the CIWG on September 30, 2014, 
Secretary Vilsack announced his 
intention to bring more resources to beef 
industry research and promotion efforts 
by promulgating an order for a new 
program under the authority of the 1996 
Act. The new program would operate 
concurrently with the Beef Checkoff 
Program already in place under the 
authority of the 1985 Act and would 
seek to address the beef industry’s 
concerns about the structure of the 
current Beef Checkoff Program. A new 
checkoff program would serve as the 
basis of support for increased 
assessments. 

Thus far, the CIWG has not made a 
recommendation on a path to enhance 
the Beef Checkoff Program through 
amendment of the 1985 Act, which 
would require Congressional action. 


Questions & Answers 
Why is this action being taken? 


To address general industry 
recognition of a need to increase 
funding for beef promotion and research 
but having no discretion to enhance 
assessments under the 1985 Act, USDA 
is developing a new Beef Promotion, 
Research, and Information Program 
authorized under its existing authorities 
granted by the 1996 Act. The program 
would enhance available resources, 
which would help the beef industry 
address important issues such as 
exports, beef demand, nutrition, and 
consumer information. As a result, 
additional resources could help increase 
demand for beef both domestically and 
internationally, thus benefitting cattle 
producers and the domestic beef 
industry. 


Does the beef industry have a say? 


Yes. First, USDA is seeking comments 
before drafting a proposed order under 
the 1996 Act. Second, USDA will seek 
comments on a proposed order. 
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Would this new program be subject to 
referendum? 


Yes. Within 3 years following USDA’s 
issuance of a final order, a referendum 
would be conducted among eligible beef 
industry entities to determine whether 
they favor continuation, termination, or 
suspension of the program. If the 
referendum passes, the new program 
would continue, with a second 
referendum held within 7 years of the 
start of the program. If the initial 
referendum fails, the program would be 
terminated. 


What happens to the Beef Checkoff 
Program that was established under the 
1985 Act? 

Nothing; the current Beef Checkoff 
Program would continue. This action is 
separate from the Beef Promotion and 
Research Order (7 CFR Part 1260) 
established under the 1985 Act. The 
1985 Act program would continue to 
run until beef producers and importers 
vote in a referendum to terminate the 
program. As provided by the 1985 Act, 
USDA would conduct a referendum on 
the request of a representative group 
comprising 10 per cent or more of cattle 
producers to determine whether cattle 
producers favor the termination or 
suspension of the program. More 
information regarding the referendum 
process authorized by the Act of 1985 is 
available here: http:// 
www.ams.usda.gov/AMSv1.0/ 
getfile?dDocName=S TELPRDC5 108482. 

The proposed program to be 
implemented under the 1996 Act would 
run in addition to the current Beef 
Checkoff Program, and assessments 
collected under the new program would 
be handled under separate authority. 
Projects and funding would be 
determined by provisions established 
under the new order. 


Comment Procedures 


In your comments, please reference 
the heading(s) under which you are 
contributing information. USDA is 
specifically seeking comments 
addressing the questions listed below. 

1. Who should be assessed? 

2. What should be the board 
structure? 

¢ Who is eligible to serve? 

e Should there be a relatively large 
delegate body appointed by the 
Secretary that would elect and 
recommend from within itself a smaller 
board? 

e What should be the size of the 
board? 

e What should be the term of office? 

3. How should the board be selected? 

e Who may nominate eligible 
candidates to serve? 


e What should be the nomination and 
selection process? 


4. What should be the powers and 
duties of the board? 


5. Who has decision-making 
authority? 

e Should funding decisions be made 
by the full board or a smaller body 
elected from within this board? 


e Should funding decisions be made 
in conjunction with other organizations 
such as the Federation of State Beef 
Councils or the current Cattlemen’s Beef 
Promotion and Research Board? 


6. How should the assessment rate be 
determined? 


e Should the assessment be a 
specified amount, a percent of value, or 
an amount determined by board? 


e Ifa specified amount or a percent 
of value, should there be provisions for 
adjustments to the rate by the board, 
and without subsequent producer 
referendum? 


e Should there be a de minimis 
exemption for certain size operations or 
classes of cattle or beef? 


e Should there be temporary or 
permanent provisions for refunds of 
assessments? 


7. How should assessments be 
collected? 


e Should the States or the national 
board collect the assessment? 


e Should the assessment be levied at 
all points of sale, at slaughter, or at 
some other time? 

8. When should the referenda be 
conducted? 


Comments that do not address these 
topics or topics closely associated with 
the structure of a new beef research and 
promotion order under the authority of 
the 1996 Act may be deemed 
unresponsive or beyond the scope of 
this notice. 


USDA will consider written 
comments in developing a Beef 
Promotion, Research and Information 
Order that provides for a promotion, 
research, and information program for 
beef and beef products under the 1996 
Act. The new program would operate 
concurrently with the Beef Checkoff 
Program authorized under the authority 
of the 1985 Act. 


Dated: November 4, 2014. 


Rex A. Barnes, 

Associate Administrator, Agricultural 
Marketing Service. 

[FR Doc. 2014-26552 Filed 11-7-14; 8:45 am] 
BILLING CODE 3410-02-P 


DEPARTMENT OF AGRICULTURE 


Animal and Plant Health Inspection 
Service 


[Docket No. APHIS—2013-0013] 


Monsanto Company and Forage 
Genetics International; Determination 
of Nonregulatory Status of Genetically 
Engineered Alfalfa 


AGENCY: Animal and Plant Health 
Inspection Service, USDA. 


ACTION: Notice. 





SUMMARY: We are advising the public of 
our determination that an alfalfa event 
developed by the Monsanto Company 
and Forage Genetics International, 
designated as event KK179, which has 
been genetically engineered to express 
reduced levels of guaiacyl lignin, is no 
longer considered a regulated article 
under our regulations governing the 
introduction of certain genetically 
engineered organisms. Our 
determination is based on our 
evaluation of data submitted by the 
Monsanto Company and Forage 
Genetics International in its petition for 
a determination of nonregulatory status, 
our analysis of available scientific data, 
and comments received from the public 
in response to our previous notices 
announcing the availability of the 
petition for nonregulated status and its 
associated environmental assessment 
and plant pest risk assessment. This 
notice also announces the availability of 
our written determination and finding 
of no significant impact. 

DATES: Effective November 10, 2014. 


ADDRESSES: You may read the 
documents referenced in this notice and 
the comments we received at http:// 
www.regulations.gov/ 
#!docketDetail;D=APHIS-2013-0013 or 
in our reading room, which is located in 
Room 1141 of the USDA South 
Building, 14th Street and Independence 
Avenue SW., Washington, DC. Normal 
reading room hours are 8 a.m. to 4:30 
p.m., Monday through Friday, except 
holidays. To be sure someone is there to 
help you, please call (202) 799-7039 
before coming. 

Supporting documents are also 
available on the APHIS Web site at 
http://www.aphis.usda.gov/ 
biotechnology/petitions table_ 
pending.shtml under APHIS Petition 
Number 12—321-01p. 

FOR FURTHER INFORMATION CONTACT: Dr. 
John Turner, Director, Environmental 
Risk Analysis Programs, Biotechnology 
Regulatory Services, APHIS, 4700 River 
Road Unit 147, Riverdale, MD 20737-— 
1236; (301) 851-3954, email: 
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john.t.turner@aphis.usda.gov. To obtain 
copies of the supporting documents for 
this petition, contact Ms. Cindy Eck at 
(301) 851-3892, email: cynthia.a.eck@ 
aphis.usda.gov. 


SUPPLEMENTARY INFORMATION: 


Background 


The regulations in 7 CFR part 340, 
“Introduction of Organisms and 
Products Altered or Produced Through 
Genetic Engineering Which Are Plant 
Pests or Which There Is Reason to 
Believe Are Plant Pests,” regulate, 
among other things, the introduction 
(importation, interstate movement, or 
release into the environment) of 
organisms and products altered or 
produced through genetic engineering 
that are plant pests or that there is 
reason to believe are plant pests. Such 
genetically engineered (GE) organisms 
and products are considered “regulated 
articles.” 

The regulations in § 340.6(a) provide 
that any person may submit a petition 
to the Animal and Plant Health 
Inspection Service (APHIS) seeking a 
determination that an article should not 
be regulated under 7 CFR part 340. 
APHIS received a petition (APHIS 
Petition Number 12—321-—01p) from the 
Monsanto Company and Forage 
Genetics International (Monsanto and 
FGI), seeking a determination of 
nonregulated status of alfalfa designated 
as event KK179, which has been 
genetically engineered to express 
reduced levels of guaiacy] lignin, a 
major subunit component of total lignin 
that slows the digestion of cellulose in 
livestock, as compared to conventional 
alfalfa at the same stage of growth. The 
petition states that this alfalfa is 
unlikely to pose a plant pest risk and, 
therefore, should not be a regulated 
article under APHIS’ regulations in 7 
CFR part 340. 

According to our process ! for 
soliciting public comment when 
considering petitions for determinations 
of nonregulated status of GE organisms, 
APHIS accepts written comments 
regarding a petition once APHIS deems 
it complete. In a notice * published in 
the Federal Register on April 22, 2013, 
(78 FR 23738-23740, Docket No. 


1On March 6, 2012, APHIS published in the 
Federal Register (77 FR 13258-13260, Docket No. 
APHIS-2011-0129) a notice describing our public 
review process for soliciting public comments and 
information when considering petitions for 
determinations of nonregulated status for GE 
organisms. To view the notice, go to http:// 
www.regulations.gov/#!docketDetail;D=APHIS- 
2011-0129. 

“To view the notice, the petition, the comments 
we received, and other supporting documents, go to 
hitp://www.regulations.gov/ 
#!docketDetail;D=APHIS-2013-0013. 


APHIS—2013-—0013), APHIS announced 
the availability of the Monsanto and FGI 
petition for public comment. APHIS 
solicited comments on the petition for 
60 days ending on June 21, 2013, in 
order to help identify potential 
environmental and interrelated 
economic issues and impacts that 
APHIS may determine should be 
considered in our evaluation of the 
petition. 

APHIS received 55 comments on the 
petition. APHIS decided, based on its 
review of the petition and its evaluation 
and analysis of comments received 
during the 60-day public comment 
period on the petition, that the petition 
involves a GE organism that raises 
substantive new issues. According to 
our public review process for such 
petitions (see footnote 1), APHIS first 
solicits written comments from the 
public on a draft environmental 
assessment (EA) and a plant pest risk 
assessment (PPRA) for a 30-day 
comment period through the 
publication of a Federal Register notice. 
Then, after reviewing and evaluating the 
comments on the draft EA and the PPRA 
and other information, APHIS revises 
the PPRA as necessary and prepares a 
final EA and, based on the final EA, a 
National Environmental Policy Act 
(NEPA) decision document (either a 
finding of no significant impact (FONSI) 
or a notice of intent to prepare an 
environmental impact statement). Ifa 
FONSI is reached, APHIS furnishes a 
response to the petitioner, either 
approving or denying the petition. 
APHIS also publishes a notice in the 
Federal Register announcing the 
regulatory status of the GE organism and 
the availability of APHIS’ final EA, 
PPRA, FONSI, and our regulatory 
determination. 

In a notice (see footnote 2) published 
in the Federal Register on May 30, 
2014, (79 FR 31082-31083, Docket No. 
APHIS—2013-—0013), APHIS announced 
the availability of a draft EA and a PPRA 
for public comment. APHIS solicited 
comments on the draft EA, the PPRA, 
and whether the subject alfalfa is likely 
to pose a plant pest risk for 30 days 
ending on June 30, 2014. During the 
comment period, APHIS received a total 
of 177 comments, of which, 13 were 
opposed to a determination of 
nonregulated status and 164 were 
supportive of a determination of 
nonregulated status. Issues raised 
include potential effects on human 
health, effects from gene flow and 
effects on pollinators. APHIS has 
addressed the issues raised during the 
comment period and has provided 
responses to the comments as an 
attachment to the FONSI. 


National Environmental Policy Act 


After reviewing and evaluating the 
comments received during the comment 
period on the draft EA and the PPRA 
and other information, APHIS has 
prepared a final EA. The EA has been 
prepared to provide the public with 
documentation of APHIS’ review and 
analysis of any potential environmental 
impacts associated with the 
determination of nonregulated status of 
Monsanto and FGI’s KK179 alfalfa. The 
EA was prepared in accordance with: (1) 
NEPA, as amended (42 U.S.C. 4321 et 
seq.), (2) regulations of the Council on 
Environmental Quality for 
implementing the procedural provisions 
of NEPA (40 CFR parts 1500-1508), (3) 
USDA regulations implementing NEPA 
(7 CFR part 1b), and (4) APHIS’ NEPA 
Implementing Procedures (7 CFR part 
372). Based on our EA, the response to 
public comments, and other pertinent 
scientific data, APHIS has reached a 
FONSI with regard to the preferred 
alternative identified in the EA (to make 
a determination of nonregulated status 
of KK179 alfalfa). 


Determination 


Based on APHIS’ analysis of field and 
laboratory data submitted by Monsanto 
and FGI, references provided in the 
petition, peer-reviewed publications, 
information analyzed in the EA, the 
PPRA, comments provided by the 
public, and information provided in 
APHIS’ response to those public 
comments, APHIS has determined that 
Monsanto and FGI’s KK179 alfalfa is 
unlikely to pose a plant pest risk and 
therefore is no longer subject to our 
regulations governing the introduction 
of certain GE organisms. 

Copies of the signed determination 
document, PPRA, final EA, FONSI, and 
response to comments, as well as the 
previously published petition and 
supporting documents, are available as 
indicated in the ADDRESSES and FOR 
FURTHER INFORMATION CONTACT sections 
of this notice. 

Authority: 7 U.S.C. 7701-7772 and 7781- 
7786; 31 U.S.C. 9701; 7 CFR 2.22, 2.80, and 
371.39. 

Done in Washington, DC, this 3rd day of 
November 2014. 

Kevin Shea, 

Administrator, Animal and Plant Health 
Inspection Service. 

[FR Doc. 2014-26597 Filed 11-7-14; 8:45 am] 
BILLING CODE 3410-34-P 
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DEPARTMENT OF AGRICULTURE 


Animal and Plant Health Inspection 
Service 


[Docket No. APHIS—2012-0067] 


J.R. Simplot Co.; Determination of 
Nonregulated Status of Potato 
Genetically Engineered for Low 
Acrylamide Potential and Reduced 
Black Spot Bruise 


AGENCY: Animal and Plant Health 
Inspection Service, USDA. 


ACTION: Notice. 


SUMMARY: We are advising the public of 


our determination that potatoes 
designated as Innate™ potatoes (events 
E12, E24, F10, F37, J3, J55, J78, G11, 
H37, and H50), which have been 
genetically engineered for low 
acrylamide potential (acrylamide is a 
human neurotoxicant and potential 
carcinogen that may form in potatoes 
and other starchy foods under certain 
cooking conditions) and reduced black 
spot bruise, are no longer considered a 
regulated article under our regulations 
governing the introduction of certain 
genetically engineered organisms. Our 
determination is based on our 
evaluation of data submitted by J.R. 
Simplot Company in its petition for a 
determination of nonregulated status, 
our analysis of available scientific data, 
and comments received from the public 
in response to our previous notices 
announcing the availability of the 
petition for nonregulated status and its 
associated environmental assessment 
and plant pest risk assessment. This 
notice also announces the availability of 
our written determination and finding 
of no significant impact. 

DATES: Effective November 10, 2014. 
ADDRESSES: You may read the 
documents referenced in this notice and 
the comments we received at http:// 
www.regulations.gov/ 
#!docketDetail;D=APHIS-2012-0067 or 
in our reading room, which is located in 
room 1141 of the USDA South Building, 
14th Street and Independence Avenue 
SW., Washington, DC. Normal reading 
room hours are 8 a.m. to 4:30 p.m., 
Monday through Friday, except 
holidays. To be sure someone is there to 
help you, please call (202) 799-7039 
before coming. 

Supporting documents are also 
available on the APHIS Web site at 
http://www.aphis.usda.gov/ 
biotechnology/petitions_table_ 
pending.shtml under APHIS Petition 
Number 13-—022-01p. 

FOR FURTHER INFORMATION CONTACT: Dr. 
John Turner, Director, Environmental 


Risk Analysis Programs, Biotechnology 
Regulatory Services, APHIS, 4700 River 
Road Unit 147, Riverdale, MD 20737- 
1236; (301) 851-3954, email: 
john.t.turner@aphis.usda.gov. To obtain 
copies of the supporting documents for 
this petition, contact Ms. Cindy Eck at 
(301) 851-3892, email: cynthia.a.eck@ 
aphis.usda.gov. 


SUPPLEMENTARY INFORMATION: The 
regulations in 7 CFR part 340, 
“Introduction of Organisms and 
Products Altered or Produced Through 
Genetic Engineering Which Are Plant 
Pests or Which There Is Reason to 
Believe Are Plant Pests,” regulate, 
among other things, the introduction 
(importation, interstate movement, or 
release into the environment) of 
organisms and products altered or 
produced through genetic engineering 
that are plant pests or that there is 
reason to believe are plant pests. Such 
genetically engineered (GE) organisms 
and products are considered “regulated 
articles.”’ 

The regulations in § 340.6(a) provide 
that any person may submit a petition 
to the Animal and Plant Health 
Inspection Service (APHIS) seeking a 
determination that an article should not 
be regulated under 7 CFR part 340. 
APHIS received a petition (APHIS 
Petition Number 13—022-01p) from J.R. 
Simplot Company (Simplot) of Boise, 
ID, seeking a determination of 
nonregulated status of potatoes 
(Solanum tuberosum) designated as 
Innate™ potatoes (events E12, E24, F10, 
F37, J3, J55, 78, G11, H37, and H50), 
which have been genetically engineered 
for low acrylamide potential and 
reduced black spot bruise. Acrylamide 
is a human neurotoxicant and potential 
carcinogen that may form in potatoes 
and other starchy foods under certain 
cooking conditions. The petition states 
that these potatoes are unlikely to pose 
a plant pest risk and, therefore, should 
not be a regulated article under APHIS’ 
regulations in 7 CFR part 340. 

According to our process ! for 
soliciting public comment when 
considering petitions for determinations 
of nonregulated status of GE organisms, 
APHIS accepts written comments 
regarding a petition once APHIS deems 
it complete. In a notice 2 published in 


1On March 6, 2012, APHIS published in the 
Federal Register (77 FR 13258-13260, Docket No. 
APHIS-—2011-0129) a notice describing our public 
review process for soliciting public comments and 
information when considering petitions for 
determinations of nonregulated status for GE 
organisms. To view the notice, go to http:// 
www.regulations.gov/#!docketDetail;D=APHIS- 
2011-0129. 

2 To view the notice, the petition, the comments 
we received, and other supporting documents, go to 


the Federal Register on May 3, 2013 (78 
FR 25942-25943, Docket No. APHIS— 
2012-0067), APHIS announced the 
availability of the Simplot petition for 
public comment. APHIS solicited 
comments on the petition for 60 days 
ending on July 2, 2013, in order to help 
identify potential environmental and 
interrelated economic issues and 
impacts that APHIS may determine 
should be considered in our evaluation 
of the petition. 

APHIS received 308 comments on the 
petition; one of these comments 
included electronic attachments 
consisting of a consolidated document 
of many identical or nearly identical 
letters, for a total of 41,475 comments. 
Issues raised during the comment 
period include concerns regarding 
potential effects on conventional potato 
production, export markets, and plant 
fitness. APHIS decided, based on its 
review of the petition and its evaluation 
and analysis of the comments received 
during the 60-day public comment 
period on the petition, that the petition 
involves a GE organism that raises 
substantive new issues. According to 
our public review process for such 
petitions (see footnote 1), APHIS first 
solicits written comments from the 
public on a draft environmental 
assessment (EA) and a plant pest risk 
assessment (PPRA) for a 30-day 
comment period through the 
publication of a Federal Register notice. 
Then, after reviewing and evaluating the 
comments on the draft EA and the PPRA 
and other information, APHIS revises 
the PPRA as necessary and prepares a 
final EA and, based on the final EA, a 
National Environmental Policy Act 
(NEPA) decision document (either a 
finding of no significant impact (FONSI) 
or a notice of intent to prepare an 
environmental impact statement). Ifa 
FONSI is reached, APHIS furnishes a 
response to the petitioner, either 
approving or denying the petition. 
APHIS also publishes a notice in the 
Federal Register announcing the 
regulatory status of the GE organism and 
the availability of APHIS’ final EA, 
PPRA, FONSI, and our regulatory 
determination. 

APHIS sought public comment on a 
draft EA and a PPRA from May 30, 
2014, to June 30, 2014. APHIS solicited 
comments on the draft EA, the PPRA, 
and whether the subject potatoes are 
likely to pose a plant pest risk. APHIS 
received 60 comments during the 
comment period. The majority of 
comments expressed general opposition 
to APHIS making a determination of 


http://www.regulations.gov/ 
#!docketDetail;D=APHIS-2012-0067. 
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nonregulated status of GE organisms. 
Issues raised during the comment 
period included concerns regarding the 
potential transfer of genes from GE to 
non-GE potatoes and potential health 
and environmental impacts. APHIS has 
addressed the issues raised during the 
comment period and has provided 
responses to comments as an attachment 
to the FONSI. 

APHIS received additional 
information from Simplot on the 
molecular characterization of one of the 
events, J3, after publication of the 
petition, PPRA, and draft EA. The new 
information indicates rearranged 
repeated sequences of the inserted 
genetic material at the right border. 
APHIS has reviewed the revised 
structure and concluded the revision 
does not change the analyses or 
conclusions in either the PPRA or the 
EA because there are no new sequences 
present that were not previously 
described, no new insertion site(s), and 
no expected change in functionality. 
The updated characterization of J3 has 
been appended to the petition as 
Appendix 11. 


National Environmental Policy Act 


After reviewing and evaluating the 
comments received during the comment 
period on the draft EA and PPRA and 
other information, APHIS has prepared 
a final EA. The EA has been prepared 
to provide the public with 
documentation of APHIS’ review and 
analysis of any potential environmental 
impacts associated with the 
determination of nonregulated status of 
Simplot’s Innate™ potatoes. The EA 
was prepared in accordance with: (1) 
NEPA, as amended (42 U.S.C. 4321 et 
seq.), (2) regulations of the Council on 
Environmental Quality for 
implementing the procedural provisions 
of NEPA (40 CFR parts 1500-1508), (3) 
USDA regulations implementing NEPA 
(7 CFR part 1b), and (4) APHIS’ NEPA 
Implementing Procedures (7 CFR part 
372). Based on our EA, the response to 
public comments, and other pertinent 
scientific data, APHIS has reached a 
FONSI with regard to the preferred 
alternative identified in the EA (to make 
a determination of nonregulated status 
of Innate™ potatoes). 


Determination 

Based on APHIS’ analysis of field and 
laboratory data submitted by Simplot, 
references provided in the petition, 
peer-reviewed publications, information 
analyzed in the EA, the PPRA, 
comments provided by the public, and 
information provided in APHIS’ 
response to those public comments, 
APHIS has determined that Simplot’s 


Innate™ potatoes are unlikely to pose a 
plant pest risk and therefore are no 
longer subject to our regulations 
governing the introduction of certain GE 
organisms. 

Copies of the signed determination 
document, PPRA, final EA, FONSI, and 
response to comments, as well as the 
previously published petition and 
supporting documents, are available as 
indicated in the ADDRESSES and FOR 
FURTHER INFORMATION CONTACT sections 
of this notice. 

Authority: 7 U.S.C. 7701-7772 and 7781- 


7786; 31 U.S.C. 9701; 7 CFR 2.22, 2.80, and 
3414.3. 


Done in Washington, DC, this 3rd day of 
November 2014. 
Kevin Shea, 


Administrator, Animal and Plant Health 
Inspection Service. 


{FR Doc. 2014-26593 Filed 11—7—14; 8:45 am] 
BILLING CODE 3410-34-P 





DEPARTMENT OF AGRICULTURE 


Animal and Plant Health Inspection 
Service 


[Docket No. APHIS—2014-0076] 


J.R. Simplot Co.; Availability of 
Petition for Determination of 
Nonregulated Status of Potato 
Genetically Engineered for Late Blight 
Resistance, Low Acrylamide Potential, 
Reduced Black Spot Bruising, and 
Lowered Reducing Sugars 


AGENCY: Animal and Plant Health 
Inspection Service, USDA. 


ACTION: Notice. 





SUMMARY: We are advising the public 
that the Animal and Plant Health 
Inspection Service has received a 
petition from the J.R. Simplot Company 
seeking a determination of nonregulated 
status for Innate! Potato designated as 
Russet Burbank event W8, which has 
been genetically engineered for late 
blight resistance, low acrylamide 
potential, reduced black spot bruising, 
and lowered reducing sugars. The 
petition has been submitted in 
accordance with our regulations 
concerning the introduction of certain 
genetically engineered organisms and 
products. We are making the J.R. 
Simplot Company petition available for 
review and comment to help us identify 
potential environmental and 
interrelated economic issues and 
impacts that the Animal and Plant 
Health Inspection Service may 
determine should be considered in our 
evaluation of the petition. 


DATES: We will consider all comments 
that we receive on or before January 9, 
2015. 

ADDRESSES: You may submit comments 
by either of the following methods: 

e Federal eRulemaking Portal: Go to 
http://www.regulations.gov/ 
#!docketDetail;D=APHIS-2014-0076. 

e Postal Mail/Commercial Delivery: 
Send your comment to Docket No. 
APHIS-—2014—0076, Regulatory Analysis 
and Development, PPD, APHIS, Station 
3A-03.8, 4700 River Road Unit 118, 
Riverdale, MD 20737-1238. 

Supporting documents and any 
comments we receive on this docket 
may be viewed at http:// 
www.regulations.gov/ 
#!docketDetail;D=APHIS-2014-0076 or 
in our reading room, which is located in 
room 1141 of the USDA South Building, 
14th Street and Independence Avenue 
SW., Washington, DC. Normal reading 
room hours are 8 a.m. to 4:30 p.m., 
Monday through Friday, except 
holidays. To be sure someone is there to 
help you, please call (202) 7997039 
before coming. 

The petition is also available on the 
APHIS Web site at: http:// 
www.aphis.usda.gov/biotechnology/ 
petitions table_pending.shtml under 
APHIS petition number 14—093-01p. 
FOR FURTHER INFORMATION CONTACT: Dr. 
John Turner, Director, Environmental 
Risk Analysis Programs, Biotechnology 
Regulatory Services, APHIS, 4700 River 
Road Unit 147, Riverdale, MD 20737-— 
1236; (301) 851-3954, email: 
john.t.turner@aphis.usda.gov. To obtain 
copies of the petition, contact Ms. Cindy 
Eck at (301) 851-3892, email: 
cynthia.a.eck@aphis.usda.gov. 
SUPPLEMENTARY INFORMATION: Under the 
authority of the plant pest provisions of 
the Plant Protection Act (7 U.S.C. 7701 
et seq.), the regulations in 7 CFR part 
340, ‘Introduction of Organisms and 
Products Altered or Produced Through 
Genetic Engineering Which Are Plant 
Pests or Which There Is Reason to 
Believe Are Plant Pests,”’ regulate, 
among other things, the introduction 
(importation, interstate movement, or 
release into the environment) of 
organisms and products altered or 
produced through genetic engineering 
that are plant pests or that there is 
reason to believe are plant pests. Such 
genetically engineered (GE) organisms 
and products are considered “regulated 
articles.” 

The regulations in § 340.6(a) provide 
that any person may submit a petition 
to the Animal and Plant Health 
Inspection Service (APHIS) seeking a 
determination that an article should not 
be regulated under 7 CFR part 340. 
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Paragraphs (b) and (c) of § 340.6 
describe the form that a petition for a 
determination of nonregulated status 
must take and the information that must 
be included in the petition. 

APHIS has received a petition (APHIS 
Petition Number 14—093—01p) from the 
J.R. Simplot Company seeking a 
determination of nonregulated status for 
Innate™ Potato designated as Russet 
Burbank event W8, which has been 
genetically engineered for late blight 
resistance, low acrylamide potential, 
reduced black spot bruising, and 
lowered reducing sugars. The J.R. 
Simplot petition states that information 
collected during field trials and 
laboratory analyses indicates that 
Innate™ Potato is not likely to be a 
plant pest and therefore should not be 
a regulated article under APHIS’ 
regulations in 7 CFR part 340. 

Innate’ Potato is currently regulated 
under 7 CFR part 340. Interstate 
movements and field tests of Innate™ 
Potato have been conducted under 
notifications acknowledged by APHIS. 
Field tests conducted under APHIS 
oversight allowed for evaluation in a 
natural agricultural setting while 
imposing measures to minimize the risk 
of persistence in the environment after 
completion of the tests. Data are 
gathered on multiple parameters and 
used by the applicant to evaluate 
agronomic characteristics and product 
performance. These and other data are 
used by APHIS to determine if the new 
variety poses a plant pest risk. 

Paragraph (d) of § 340.6 provides that 
APHIS will publish a notice in the 
Federal Register providing 60 days for 
public comment for petitions for a 
determination of nonregulated status. 
On March 6, 2012, we published in the 
Federal Register (77 FR 13258-13260, 
Docket No. APHIS—2011—0129) a 
notice 1 describing our process for 
soliciting public comment when 
considering petitions for determinations 
of nonregulated status for GE organisms. 
In that notice we indicated that APHIS 
would accept written comments 
regarding a petition once APHIS 
deemed it complete. 

In accordance with § 340.6(d) of the 
regulations and our process for 
soliciting public input when 
considering petitions for determinations 
of nonregulated status for GE organisms, 
we are publishing this notice to inform 
the public that APHIS will accept 
written comments regarding the petition 
for a determination of nonregulated 
status from interested or affected 


1To view the notice, go to Altp:// 
www.regulations.gov/#!docketDetail;D=APHIS- 
2011-0129. 


persons for a period of 60 days from the 
date of this notice. The petition is 
available for public review and 
comment, and copies are available as 
indicated under ADDRESSES and FOR 
FURTHER INFORMATION CONTACT above. 
We are interested in receiving 
comments regarding potential 
environmental and interrelated 
economic issues and impacts that 
APHIS may determine should be 
considered in our evaluation of the 
petition. We are particularly interested 
in receiving comments regarding 
biological, cultural, or ecological issues, 
and we encourage the submission of 
scientific data, studies, or research to 
support your comments. We also 
request that, when possible, 
commenters provide relevant 
information regarding specific localities 
or regions as potato growth, crop 
management, and crop utilization may 
vary considerably by geographic region. 

After the comment period closes, 
APHIS will review all written comments 
received during the comment period 
and any other relevant information. Any 
substantive issues identified by APHIS 
based on our review of the petition and 
our evaluation and analysis of 
comments will be considered in the 
development of our decisionmaking 
documents. 


As part of our decisionmaking process 
regarding a GE organism’s regulatory 
status, APHIS prepares a plant pest risk 
assessment to assess its plant pest risk 
and the appropriate environmental 
documentation—either an 
environmental assessment (EA) or an 
environmental impact statement (EIS)— 
in accordance with the National 
Environmental Policy Act (NEPA), to 
provide the Agency with a review and 
analysis of any potential environmental 
impacts associated with the petition 
request. For petitions for which APHIS 
prepares an EA, APHIS will follow our 
published process for soliciting public 
involvement (see footnote 1) and 
publish a separate notice in the Federal 
Register announcing the availability of 
APHIS’ EA and plant pest risk 
assessment. Should APHIS determine 
that an EIS is necessary, APHIS will 
complete the NEPA EIS process in 
accordance with Council on 
Environmental Quality regulations (40 
CFR parts 1500-1508) and APHIS’ 
NEPA implementing regulations (7 CFR 
part 372). 

Authority: 7 U.S.C. 7701-7772 and 7781— 
7786; 31 U.S.C. 9701; 7 CFR 2.22, 2.80, and 
371.3. 





Done in Washington, DC, this 3rd day of 
November 2014. 
Kevin Shea, 
Administrator, Animal and Plant Health 
Inspection Service. 
[FR Doc. 2014-26598 Filed 11—7—14; 8:45 am] 
BILLING CODE 3410-34-P 





DEPARTMENT OF AGRICULTURE 
Rural Utilities Service 


Information Collection Activity; 
Comment Request 


AGENCY: Rural Utilities Service, USDA. 
ACTION: Notice and request for 
comments. 





SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S.C. Chapter 35, as amended), the 
Rural Utilities Service (RUS) invites 
comments on this information 
collection for which RUS intends to 
request approval from the Office of 
Management and Budget (OMB). 

DATES: Comments on this notice must be 
received by January 9, 2015. 

FOR FURTHER INFORMATION CONTACT: 
Michele L. Brooks, Director, Program 
Development and Regulatory Analysis, 
Rural Utilities Service, USDA, 1400 
Independence Avenue SW., STOP 1522, 
Room 5162—South Building, 
Washington, DC 20250-1522. 
Telephone: (202) 690-1078. Fax: (202) 
720-8435 or email Michele.Brooks@ 
wdc.usda.gov. 


SUPPLEMENTARY INFORMATION: The Office 
of Management and Budget’s (OMB) 
regulation (5 CFR part 1320) 
implementing provisions of the 
Paperwork Reduction Act of 1995 (Pub. 
L. 104-13) requires that interested 
members of the public and affected 
agencies have an opportunity to 
comment on information collection and 
recordkeeping activities (see 5 CFR 
1320.8(d)). This notice identifies an 
information collection that RUS is 
submitting to OMB for extension. 
Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the Agency, 
including whether the information will 
have practical utility; (b) the accuracy of 
the Agency’s estimate of the burden of 
the collection including the validity of 
the methodology and assumptions used; 
(c) ways to enhance the quality, utility, 
and clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on those who are to respond, including 
through the use of appropriate 
automated, electronic, mechanical, or 
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other technological collection 
techniques or other forms of information 
technology. Comments may be sent to: 
Michele L. Brooks, Director, Program 
Development and Regulatory Analysis, 
Rural Utilities Service, U.S. Department 
of Agriculture, Stop 1522, 1400 
Independence Avenue SW., 
Washington, DC 20250-1522. 
Telephone: (202) 690-1078, Fax: (202) 
720-8435. Email: Michele.Brooks@ 
wdc.usda.gov. 
Title: 7 CFR 1726, Electric System 
Construction Policies and Procedures. 
OMB Control Number: 0572-0107. 
Type of Request: Extension of a 
currently approved collection. 
Abstract: In order to facilitate the 
programmatic interest of the Rural 
Electrification Act of 1936, 7 U.S.C. 901 
et seq. (RE Act), and, in order to assure 
that loans made or guaranteed by RUS 
are adequately secured, RUS, as a 
secured lender, has established certain 
standards and specifications for 
materials, equipment, and construction 
of electric systems. The use of standard 
forms, construction contracts, and 
procurement procedures helps assure 
that appropriate standards and 
specification are maintained, that RUS’ 
loan security is not adversely affected, 
and the loan and loan guarantee funds 
are used effectively and for the intended 
purposes. The list of forms and 
corresponding purposes for this 
information collection are as follows: 


1. RUS Form 168b, Contractor’s Bond 

This form is used to provide a surety bond 
for contracts on RUS Forms 200, 257, 786, 
790, & 830. 

2. RUS Form 168c, Contractor’s Bond (less 
than $1 million) 

This form is used to provide a surety bond 
in lieu of RUS Form 168b, when contractor’s 
surety has accepted a small business 
administration guarantee. 

3. RUS Form 187, Certificate of Completion— 
Contract Construction 

This form is used for the closeout of RUS 
Forms 200, 257, 786, and 830. 

4. RUS Form 198, Equipment Contract 

This form is used for equipment purchases. 
5. RUS Form 200, Construction Contract— 

Generating 

This form is used for generating plant 
construction or for the furnishing and 
installation of major items of equipment. 

6. RUS Form 213, Certificate (“Buy 
American’’) 

‘This form is used to document compliance 
with the ‘‘Buy American” requirement. 

7. RUS Form 224, Waiver and Release of Lien 

This form is used by subcontractors to 
provide a release of lien in connection with 
the closeout of RUS Forms 198, 200, 257, 
786, 790, and 830. 

8. RUS Form 231, Certificate of Contractor 


This form is used for the closeout of RUS 
Forms 198, 200, 257, 786, and 830. 

9. RUS Form 238, Construction or Equipment 
Contract Amendment 

‘This form is used to amend contracts 
except for distribution line construction 
contracts. 

10. RUS Form 254, Construction Inventory 
This form is used to document the final 
construction in connection with the closeout 

of RUS Form 830. 

11. RUS Form 257, Contract to Construct 
Buildings 

This form is used to construct headquarter 
buildings, generating plant buildings and 
other structure construction. 

12. RUS Form 307, Bid Bond 

This form is used to provide a bid bond in 
RUS Forms 200, 257, 786, 790 and 830. 

13. RUS Form 786, Electric System 
Communications and Control Equipment 
Contract 

This form is used for delivery and 
installation of equipment for system 
communications. 

14. RUS Form 790, Electric System 
Construction Contract Non-Site Specific 
Construction (Notice and Instructions to 
Bidders) 

This form is used for limited distribution 
construction accounted for under work order 
procedure. 

15. RUS Form 792b, Certificate of Contractor 
and Indemnity Agreement (Line 
Extensions) 

This form is used in the closeout of RUS 
Form 790. 

16. RUS Form 830, Electric System 
Construction Contract (labor & material) 

This form is used for distribution and/or 
transmission project construction. 


Estimate of Burden: Public reporting 
burden for this collection of information 
is estimated to average 1.5 minutes per 
response. 

Respondents: Businesses or other for 
profits; Not-for-profit institutions. 

Estimated Number of Respondents: 
1,210. 

Estimated Number of Responses per 
Respondent: 4. 

Estimated Total Annual Burden on 
Respondents: 104 hours. 

Copies of this information collection, 
and related forms and instructions, can 
be obtained from Rebecca Hunt, 
Program Development and Regulatory 
Analysis, at (202) 205-3660. All 
responses to this notice will be 
summarized and included in the request 
for OMB approval. All comments will 
also become a matter of public record. 


Dated: November 3, 2014. 
Jasper Schneider, 
Acting Administrator, Rural Utilities Service. 
[FR Doc. 2014-26617 Filed 11—7-14; 8:45 am] 
BILLING CODE P 


DEPARTMENT OF AGRICULTURE 
Rural Utilities Service 


Information Collection Activity; 
Comment Request 
AGENCY: Rural Utilities Service, USDA. 


ACTION: Notice and request for 
comments. 





SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S. C. Chapter 35, as amended), the 
Rural Utilities Service, an agency of the 
United States Department of Agriculture 
(USDA), invites comments on this 
information collection for which 
approval from the Office of Management 
and Budget (OMB) will be requested. 


DATES: Comments on this notice must be 
received by January 9, 2015. 

FOR FURTHER INFORMATION CONTACT: 
Michele Brooks, Director, Program 
Development and Regulatory Analysis, 
USDA—Rural Utilities Service, 1400 
Independence Ave. SW., STOP 1522, 
Room 5818 South Building, 
Washington, DC 20250-1522. 
Telephone: (202) 690-1078. Fax: (202) 
720-3485. Email: Michele.Brooks@ 
wdc.usda.gov 


SUPPLEMENTARY INFORMATION: The Office 
of Management and Budget’s (OMB) 
regulation (5 CFR part 1320) 
implementing provisions of the 
Paperwork Reduction Act of 1995 (Pub. 
L. 104-13) requires that interested 
members of the public and affected 
agencies have an opportunity to 
comment on information collection and 
recordkeeping activities [see 5 CFR 
1320.8(d)]. This notice identifies an 
information collection that will be 
submitted to OMB for approval. 
Comments are invited on: (a) Whether 
this collection of information is 
necessary for the proper performance of 
the functions of the Agency, including 
whether the information will have 
practical utility; (b) the accuracy of the 
Agency’s estimate of the burden of the 
collection of information including the 
validity of the methodology and 
assumptions used; (c) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (d) 
ways to minimize the burden of the 
collection of information on those who 
respond, including through the use of 
appropriate automated, electronic, 
mechanical or other technological 
collection techniques, or other forms of 
information technology. Comments may 
be sent to Michele Brooks, Director, 
Program Development and Regulatory 
Analysis, USDA—Rural Utilities 
Service, STOP 1522, 1400 Independence 
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Ave. SW., Washington, DC 20250-1522. 
Fax: (202) 720-3485. 

Title: 7 CFR Part 1724, Electric 
Engineering, Architectural Services and 
Design Policies and Procedures. 

OMB Control Number: 0572-0118. 

Type of Request: Extension of a 
previously approved collection. 

Abstract: The Agency requires 
borrowers to use standard contract 
forms under certain circumstances. The 
use of standard forms helps assure the 
Agency that: 

e Appropriate standards and 
specifications are maintained; 

e The Agency’s loan security is not 
adversely affected; and 

e Loan and loan guarantee funds are 
used effectively and for the intended 
purpose, 

Standardization of forms by the 
Agency results in substantial savings to: 

e Borrowers—If standard forms were 
not used, borrowers would need to 
prepare their own documents at 
significant expense; and 

e Government—lIf standard forms 
were not used, each document 
submitted by a borrower would require 
extensive and costly review by both the 
Agency and the Office of General 
Counsel. 

The contract forms included in this 
collection of information are RUS Form 
211, “Engineering Service Contract for 
the Design and Construction of a 
Generating Plant,’’ RUS Form 220, 
“Architectural Services Contract,”’ and 
RUS Form 236, Engineering Service 
Contract, “Electric System Design and 
Construction.” 

Estimate of Burden: Public reporting 
burden for this collection of information 
is estimated to average 1.07 hours per 
response. 

Respondents: Businesses, not-for- 
profit institutions and others. 

Estimated Number of Respondents: 
59. 

Estimated Number of Responses per 
Respondent: 1. 

Estimated Total Annual Burden on 
Respondents: 63 hours. 

Copies of this information collection 
can be obtained from Matthew Mullen, 
Program Development and Regulatory 
Analysis, at (202) 720-1255. 

Fax: (202) 720-3485. 

All responses to this notice will be 
summarized and included in the request 
for OMB approval. All comments will 
also become a matter of public record. 


Dated: November 4, 2014. 
Jasper Schneider, 
Acting Administrator, Rural Utilities Service. 
[FR Doc. 2014-26615 Filed 11—7—14; 8:45 am] 
BILLING CODE P 


DEPARTMENT OF AGRICULTURE 
Rural Utilities Service 


Project Financing Loans, Grants, and 
Loan Guarantees 


AGENCY: Rural Utilities Service, USDA. 


ACTION: Request for Information and 
Notice of Listening Session. 





SUMMARY: The Rural Utilities Service 
(RUS) seeks public comments on 
implementing the provisions of Section 
6019 of the Agricultural Act of 2014 
(2014 Farm Bill) relating to water and 
waste disposal direct and guaranteed 
loans. RUS is requesting written 
comments regarding the Section 6019 
provisions and their relation to project 
financing requirements. This public 
input will allow all affected 
stakeholders to contribute to the 
development of agency procedures for 
implementing these provisions that will 
continue to support the agency’s 
mission of facilitating the development 
of affordable, reliable utility 
infrastructure to improve the quality of 
life and promote economic development 
in rural America. 

As part of our implementation of the 
2014 Farm Bill, RUS will be hosting a 
listening session. The listening session 
will provide an opportunity for 
stakeholders and other interested parties 
to offer their comments, concerns or 
requests regarding the implementation 
of these provisions. Instructions 
regarding registering for and attending 
the listening session are in the 
SUPPLEMENTARY INFORMATION of this 
notice. 


DATES: Written Comments: Interested 
parties must submit written comments 
on or before January 9, 2015. 

Listening Session: The listening 
session will be on Wednesday, 
December 10, 2014, and will begin at 
1:00 p.m. and is scheduled to end by 
3:00 p.m. All Participants must register 
by Monday, December 8, 2014. See the 
SUPPLEMENTARY INFORMATION section for 
additional guidance and information on 
the listening session. 

ADDRESSES: Submit comments in either 
paper or electronic format by the 
following methods: 

e Federal eRulemaking Portal at 
http://www.regulations.gov. Follow 
instructions for submitting comments. 

e Postal Mail/Commercial Delivery: 
Please send your comment addressed to 
Michele Brooks, Director, Program 
Development and Regulatory Analysis, 
USDA Rural Development, 1400 
Independence Avenue, STOP 1522, 
Room 5159, Washington, DC 20250- 
1522. 





Listening Session: The listening 
session will be held in Room 5141-S of 
the South Agriculture Building at 14th 
and Independence Avenue SW., Wing 1, 
Washington, DC 20250. We invite you to 
participate in the listening session. The 
listening session is open to all members 
of the public who register. 


FOR FURTHER INFORMATION CONTACT: 
Pamela Bennett, USDA—Rural Utilities 
Service, 1400 Independence Avenue 
SW., Stop 1570, Washington, DC 20250- 
1570, telephone (202) 720-9639 or 
email to WEPFarmBill@wdc.usda.gov. 
SUPPLEMENTARY INFORMATION: 


Background 


RUS provides long term financing to 
rural communities for the development 
of water and waste disposal 
infrastructure under the Water and 
Waste Disposal (WWD) program. The 
WWD program is authorized under 
Section 306 of the Consolidated Farm 
and Rural Development Act 7 U.S.C. 
1926 et seq. (CONACT), to provide 
financing in the form of loans, grants, 
and loan guarantees to eligible 
applicants, including cities, towns, and 
unincorporated areas with no more than 
10,000 inhabitants. This financial 
assistance is intended to reach 
communities in greatest need and to 
provide reasonable user costs for rural 
residents, businesses and other rural 
users. 

Section 6019 of the 2014 Farm Bill 
(Pub. L. 113-79) amended Section 333 
of the CONACT to require RUS to 
encourage, to the maximum extent 
practicable, private or cooperative 
lenders to finance rural water and waste 
disposal facilities. The section directs 
the agency to achieve this requirement 
through the following five provisions: 
(A) Maximizing the use of loan 
guarantees to finance eligible projects in 
rural communities in which the 
population exceeds 5,500; (B) 
maximizing the use of direct loans to 
finance eligible projects if there is a 
material impact on the rate payers when 
compared to a loan guarantee; (C) 
establishing and applying a “materiality 
standard”’ to determine when to 
maximize direct loans as directed in (B); 
(D) requiring projects that require 
interim financing in excess of $500,000 
to initially seek financing from private 
or cooperative lenders; and (E) 
determining if an existing direct loan 
borrower can refinance with a private or 
cooperative lender prior to RUS 
providing a new direct loan. 

RUS regulations for Water and Waste 
Disposal Programs guaranteed loans, 
direct loans and loan servicing are 
found in 7 CFR Parts 1779, 1780, and 
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1782, respectively. These regulations 
currently address topics discussed in 
Section 6019 of the 2014 Farm Bill 
provisions, including but not limited to 
requirements for documenting need for 
RUS financing in lieu of credit 
elsewhere, graduation of loans, and 
interim financing. RUS is analyzing the 
Section 6019 provisions and identifying 
how current regulations may need to be 
revised. The agency is also considering 
how to minimize the impact to rural end 
users of the implementation of the 2014 
Farm Bill Section 6019 provisions. 

RUS invites ‘ebsontatn tanita 
including but not limited to rural water 
systems, trade associations, consumer 
groups, financing and lending 
institutions, and individuals to 
comment on the questions and potential 
requirements proposed herein. RUS 
requests that stakeholders provide, in 
writing, any information or analysis 
they believe to be relevant to the 
implementation of the 2014 Farm Bill 
provisions. By further notice in the 
Federal Register, RUS may terminate, 
limit, or otherwise modify the process of 
obtaining information from interested 
parties. RUS encourages interested 
parties to review the 2014 Farm Bill in 
its entirety. 


Request for Comment 


Stakeholder input is vital to ensure 
that implementation of the provisions of 
Section 6019 of the 2014 Farm Bill 
continue to support the agency’s 
mission, including ensuring that new 
regulations and policies do not overly 
burden the agency’s borrowers and their 
customers. The following questions and 
discussion items are posed to guide 
stakeholder comments. RUS welcomes 
pertinent comments that are beyond the 
scope of these questions. RUS is 
requesting comment and discussion on 
the following topics: 

Maximizing Loan Guarantees. 
Provision A of Section 6019 of the 2014 
Farm Bill directs the agency to 
‘“‘maximize the use of’ loan guarantees 
for projects that will serve rural 
communities with populations greater 
than 5,500. RUS has an existing 
regulation for loan guarantees where the 
Agency guarantees quality loans for the 
construction or improvement of water 
and waste projects serving the 
financially needy communities in rural 
areas (7 CFR 1779). In addition, RUS has 
an existing regulatory requirement that 
applicants must certify in writing, and 
the Agency shall determine and 
document, that the applicant is unable 
to finance the proposed project from 
their own resources or through 
commercial credit at reasonable rates 
and terms (7 CFR 1780.7(d)). The agency 





currently does not limit its guaranteed 
program or test for credit to those 
communities with populations of 
greater than 5,500. The agency requests 
responses and comments on the 
following questions: 

1. To what degree do the agency’s 
existing regulations fulfill the 
requirements of this section? What, if 
any, modifications are needed to fully 
address the requirements of Provision 
A? 

2. Should RUS require all eligible 
applicants with a population exceeding 
5,500 to apply for a guaranteed loan 
prior to applying for a direct loan or 
grant? 

3. If not, what criteria should the 
agency apply in determining whether 
applicants should be required to first 
apply through the guaranteed program? 

4. How should the agency handle 
applicants that do not want to seek 
commercial credit or guaranteed loans 
when they are eligible for the agency’s 
direct loan and grant program? 

5. Are there any other limiting factors 
or conditions (financial ratios, 
minimum loan amounts or other), 
beyond the 5,500 population required 
by Provision A of Section 6019, that the 
agency should screen for prior to 
referring borrowers to cooperative and 
commercial lenders for guaranteed 
loans? 

6. What barrier(s), if any, to 
participation in the Water and Waste 
Disposal Guaranteed Loan Program exist 
for eligible rural entities? Can they be 
addressed through implementation of 
Section 6019? 

7. Are there any other issues not 
mentioned in items 1through 6 that 
should be considered in implementing 
this provision of Section 6019? 

Materiality Standard. Provisions B 
and C of Section 6019 of the 2014 Farm 
Bill directs RUS to establish a 
materiality standard for assessing the 
impact on ratepayers in determining 
when the agency should use direct loans 
or loan guarantees. WWD Program 
regulations, 7 CFR Part 1780, require the 
agency to provide loan and grant funds 
for water and waste projects serving the 
most financially needy communities. 
The existing regulations further require 
the agency to provide financial 
assistance that results in reasonable user 
costs for rural residents, rural 
businesses, and other rural users. The 
agency presently uses the median 
household income of the service area as 
well as a comparison of at least 3 similar 
systems cost to ensure reasonable user 
costs to the ratepayers. The agency 
requests comment on the following 
topics: 


8. To what degree do the agency’s 
existing regulations fulfill the 
requirements of this section? What, if 
any, modifications are needed to fully 
address the requirements of Provisions 
B and C? 

9. Should the agency apply Provisions 
B and C only for eligible projects in 
rural communities in which the 
population exceeds 5,500 to ensure a 
standard approach in assessing the 
impact on rate payers? 

10. What factors should be considered 
in determining the materiality standard 
described in Section 6019? For those 
factors, what is to be considered a 
material difference in cost to rate 
payers? 

11. How should RUS define the level 
of impact to ratepayers at which the 
agency will use a direct loan rather than 
loan guarantee? Should it be based on 
a set dollar increase, a percentage of 
median household income, or some 
other approach? If an applicant qualifies 
for the agency’s grant, should this 
exclude the applicant from this 
provision? 

12. Under what circumstances should 
an applicant that is eligible for the 
direct loan program be allowed to seek 
a direct agency loan if they meet or 
exceed the materiality threshold? 

13. What is the best way to ensure the 
availability of accurate and timely 
information regarding rates and terms of 
lenders participating in the guaranteed 
program so that the impact on rate 
payers of direct versus guaranteed loans 
can be assessed? 

14. Are there any other issues not 
mentioned in items 8 through 13 that 
should be considered in implementing 
this provision of Section 6019? 

Interim Financing: Provision D of 
Section 6019 of the 2014 Farm Bill 
directs the agency to require potential 
borrowers to seek financing from private 
or cooperative lenders for projects 
requiring greater than $500,000 in 
interim financing. RUS’s existing 
regulation allows for interim financing 
for all loans exceeding $500,000, where 
funds can be borrowed at reasonable 
interest rates on an interim basis from 
commercial sources for the construction 
period (7 CFR 1780.39(d)). The agency 
requests comment on the following 
topics: 

15. To what degree do the agency’s 
existing regulations fulfill the 
requirements of this section? What, if 
any, modifications are needed to fully 
address the requirements of Provision 
D? 

16. In your opinion what constitutes 
‘reasonable interest rates?” 
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17. Should the impact on rate payers 
be considered in determining what is 
reasonable? 

18. In cases where an applicant 
initially seeks interim financing from 
private or cooperative lenders and those 
lenders indicate a willingness to 
provide financing, does this provision of 
6019 prevent the applicant from seeking 
and obtaining other non-private or non- 
cooperative lenders interim financing 
when doing so would result in a 
reduction in the overall project cost? 

19. Provision D requires the applicant 
to seek interim financing from private or 
cooperative lenders. Should applicants/ 
borrowers still have the option to 
decline offers for interim financing? In 
what instances should this be allowed? 

20. Are there any other issues not 
mentioned in items 15 through 19 that 
should be considered in implementing 
this provision of Section 6019? 

Referral to Private or Cooperative 
Lenders. Provision E of Section 6019 of 
the 2014 Farm Bill directs the Agency 
to determine if an existing direct loan 
borrower can refinance their direct loan 
with a private or cooperative lender, 
including with a loan guarantee, prior to 
RUS providing a new direct loan. This 
language is consistent with RUS’s 
existing regulatory and servicing 
requirements. Applicants must certify in 
writing and the Agency shall determine 
and document that the applicant is 
unable to finance the proposed project 
from their own resources or through 
commercial credit at reasonable rates 
and terms (7 CFR 1780.8(d)). In 
addition, if at any time, it appears to the 
Government that the borrower is able to 
refinance the amount of indebtedness 
then outstanding, in whole or in part, by 
obtaining a loan for such purposes from 
responsible cooperative or private credit 
sources, at reasonable rates and terms, 
the borrower will, upon request of the 
Government, apply for and accept such 
loan (7 CFR 1782.11). The agency 
requests comment on the following 
topics: 

21. To what degree do the agency’s 
existing regulations fulfill the 
requirements of this section? What, if 
any, modifications are needed to fully 
address the requirements of Provision 
E? 

22. What process should be used by 
the agency to refer eligible applicants to 
other lenders? 

23. What minimum information 
should be required of the applicant to 
ensure that the costs of the referral are 
not overly burdensome on rural 
communities? 

24. What should the agency do if a 
potential borrower, who is eligible for 


the program, does not want to refinance 
older loans or use an outside lender? 

25. Does Provision E exclude those 
existing borrowers who are seeking a 
new loan that would qualify for an 
agency grant? 

26. What documentation should the 
agency require of the borrower if they 
claim they are unable to refinance with 
a private or cooperative lender, 
including with a loan guarantee? 

27. How should the agency handle 
cases where a private or cooperative 
lender indicates a willingness to 
refinance agency loans, but the 
applicant believes that refinancing 
would be detrimental to their operations 
and cause an undue burden on their rate 
payers? 

28. Do commercial and cooperative 
banks have a threshold (population, 
dollars, financial ratios or other) at 
which they would not consider projects 
as candidates for refinancing? 

29. Are there any other issues not 
mentioned in items 21 through 28 that 
should be considered in implementing 
this provision of Section 6019? 


Listening Session 


The RUS will hold the Section 6019 
Listening Session on Wednesday, 
December 10, 2014, to receive 
comments from stakeholders and the 
public. Oral comments received from 
this listening session will be 
documented. All attendees of this 
listening session who submit oral 
comments are requested to submit a 
written copy to help RUS accurately 
capture public input. In addition, 
stakeholders and the public who do not 
wish to attend or speak at the listening 
session are invited to submit written 
comments which must be received by 
the date indicated in the DATES section 
above. 

At the listening session, the focus is 
for RUS to hear from the public. This is 
not a discussion with RUS officials or a 
question and answer session. As noted 
above, the purpose is to receive public 
input that RUS can consider in order to 
implement the provisions of Section 
6019 of the 2014 Farm Bill. RUS is 
interested in receiving input on all 
aspects of the implementation of these 
provisions. 

The listening session will begin with 
brief opening remarks from Agency 
leadership in Rural Development. 
Individual speakers providing oral 
comments are requested to be succinct 
(no more than five minutes) as we do 
not know at this time how many 
participants there will be. We request 
that speakers providing oral comments 
also provide a written copy of their 
comments. See the ADDRESSES section 


above for information about submitting 
written comments. All stakeholders and 
interested members of the public are 
welcome to register to provide oral 
comments; however, if necessary due to 
time constraints, a limited number will 
be selected on a first come, first serve 
basis. 

Instructions for Attending the Listening 
Session 


Space for attendance at the listening 
session is limited. Due to USDA 
headquarters security and space 
requirements, all persons wishing to 
attend the listening session in person or 
via phone must send an email to 
WEPFarmBill@wdc.usda.gov by 
Monday, December 8, 2014, to register. 
Registrations will be accepted until 
maximum Capacity is reached. Once 
registered, you will receive an email on 
how to access the listening session 
remotely. To register, provide the 
following information: 

e First Name 

Last Name 

Organization 

Title 

Email 

Phone Number 

City 

State 

Indicate if you will attend in person 
and if you wish to provide oral 
comments. 


Upon arrival at the USDA South 
Building, registered persons must 
provide valid photo identification in 
order to enter the building. Visitors 
must enter the South Building on the 
Independence Side, 4th Wing. Please 
allow extra time to get through security. 
Additional information about the 
listening session, agenda, and directions 
to get to the listening session, will be 
available at the USDA Farm Bill Web 
site http://www.usda.gov/wps/portal/ 
usda/usdahome?navid=farmbill. 

Dated: November 4, 2014. 

Jasper Schneider, 

Acting Administrator, Rural Utilities Service. 
{FR Doc. 2014—26612 Filed 11—7-14; 8:45 am] 
BILLING CODE P 





DEPARTMENT OF COMMERCE 
International Trade Administration 


Initiation of Antidumping and 
Countervailing Duty Administrative 
Reviews 


Correction 


In notice document 2014-25865, 
appearing on pages 64565-64569 in the 
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Issue of Thursday, October 30, 2014, 
make the following correction: 


On page 64568, in the Table titled 
“Countervailing Duty Proceedings”’ is 
corrected to read as set forth below: 


Countervailing Duty Proceedings 


INDIA: Certain Lined Paper Products C-533-844 


Navneet Education Ltd. (aka Navneet Publications (India) Ltd.) 


THE PEOPLE’S REPUBLIC OF CHINA: Certain New Pneumatic Off-The-Road Tires C-570-913 


Guizhou Tyre Co., Ltd. 
Guizhou Tyre Import and Export Co., Ltd. 


THE PEOPLE’S REPUBLIC OF CHINA: Certain Magnesia Carbon Bricks C—570—955 


Fedmet Resources Corporation 


Fengchi Imp. And Exp. Co., Ltd. of Haicheng City 
Fengchi Minging Co., Ltd of Haicheng City and Fengchi Refractories Corp. 


Puyang Refractories Co., Ltd. 


IFR Doc. C1—2014—25865 Filed 11—7-14; 8:45 am] 
BILLING CODE 1505-01-D 





BUREAU OF CONSUMER FINANCIAL 
PROTECTION 


[Docket No: CFPB-2014-0029] 
Agency Information Collection 


Activities: Submission for OMB 
Review; Comment Request 


AGENCY: Bureau of Consumer Financial 
Protection. 


ACTION: Notice and request for comment. 








SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 
(PRA), the Consumer Financial 
Protection Bureau (Bureau) is proposing 
a new information collection titled, 
‘Teacher Training Initiative (TTI) Local 
Education Agencies (LEA) Partnership 
Application.” 


DATES: Written comments are 
encouraged and must be received on or 
before December 10, 2014 to be assured 
of consideration. 

ADDRESSES: You may submit comments, 
identified by the title of the information 
collection, OMB Control Number (see 
below), and docket number (see above), 
by any of the following methods: 

e Electronic: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

e OMB: Office of Management and 
Budget, New Executive Office Building, 
Room 10235, Washington, DC 20503 or 
fax to (202) 395-5806. Mailed or faxed 
comments to OMB should be to the 
attention of the OMB Desk Officer for 
the Bureau of Consumer Financial 
Protection. Please note that comments 
submitted after the comment period will 
not be accepted. In general, all 
comments received will become public 
records, including any personal 
information provided. Sensitive 
personal information, such as account 
numbers or social security numbers, 
should not be included. 


FOR FURTHER INFORMATION CONTACT: 
Documentation prepared in support of 
this information collection request is 
available at www.reginfo.gov (this link 
active on the day following publication 
of this notice). Select ‘‘information 
Collection Review,” under “Currently 
under review,” use the dropdown menu 
“Select Agency” and select ““Consumer 
Financial Protection Bureau”’ (recent 
submissions to OMB will be at the top 
of the list). The same documentation is 
also available at http:// 
www.regulations.gov. Requests for 
additional information should be 
directed to the Consumer Financial 
Protection Bureau, (Attention: PRA 
Office), 1700 G Street NW., Washington, 
DC 20552, (202) 435-9575, or email: 
PRA@cfpb.gov. Please do not submit 
cominents to this email box. 
SUPPLEMENTARY INFORMATION: 

Title of Collection: Teacher Training 
Initiative (TTI) Local Education 
Agencies (LEA) Partnership 
Application. 

OMB Control Number: 3170—XXXX. 

Type of Review: New collection 
(Request for a new OMB control 
number). 

Affected Public: State, Local, or Tribal 
governments (Local Education 
Agencies). 

Estimated Number of Respondents: 
100. 

Estimated Total Annual Burden 
Hours: 200. 

Abstract: The Bureau plans to seek 
Office of Management and Budget 
approval to collect application 
information from LEAs interesting in 
partnering with the Bureau to design 
and implement a model for training K— 
12 teachers to teach and/or incorporate 
financial education concepts in their 
curriculum. The goal of the Initiative is 
to identify ways to improve and sustain 
youth financial capabilities by training 
and supporting teachers at the LEA- 
level to teach relevant financial 
concepts. Additional information may 
be obtained as described in the FOR 


1/1/13-12/31/13 


1/1/13-12/31/13 


1/1/13-12/31/13 





FURTHER INFORMATION CONTACT section 
above. 

Request for Comments: The Bureau 
issued a 60-day Federal Register notice 
on August 20, 2014, 78 FR 49286. 
Comments were solicited and continue 
to be invited on: (a) Whether the 
collection of information is necessary 
for the proper performance of the 
functions of the Bureau, including 
whether the information will have 
practical utility; (b) The accuracy of the 
Bureau’s estimate of the burden of the 
collection of information, including the 
validity of the methods and the 
assumptions used; (c) Ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (d) 
Ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
Comments submitted in response to this 
notice will be summarized and/or 
included in the request for Office of 
Management and Budget (OMB) 
approval. All comments will become a 
matter of public record. 


Dated: October 29, 2014. 


Ashwin Vasan, 


Chief Information Officer, Bureau of 
Consumer Financial Protection. 


|FR Doc. 2014—26614 Filed 11—7—14; 8:45 am] 
BILLING CODE 4810-AM-P 





CORPORATION FOR NATIONAL AND 
COMMUNITY SERVICE 


Proposed Information Collection; 
Comment Request 


AGENCY: Corporation for National and 
Community Service. 
ACTION: Notice. 


SUMMARY: The Corporation for National 
and Community Service (CNCS), as part 
of its continuing effort to reduce 
paperwork and respondent burden, 
conducts a pre-clearance consultation 
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program to provide the general public 
and federal agencies with an 
opportunity to comment on proposed 
and/or continuing collections of 
information in accordance with the 
Paperwork Reduction Act of 1995 
(PRAQ5) (44 U.S.C. 3506(c)(2)(A)). This 
program helps to ensure that requested 
data can be provided in the desired 
format, reporting burden (time and 
financial resources) is minimized, 
collection instruments are clearly 
understood, and the impact of collection 
requirement on respondents can be 
properly assessed. 

Currently, CNCS is soliciting 
comments concerning its proposed 
Alumni Outcomes Survey. The purpose 
of this survey is to document the long- 
term civic participation and career 
pathways of AmeriCorps alumni and 
help the agency determine whether or 
not national service members continue 
to be civically engaged or choose 
service-oriented careers. 

Copies of the information collection 
request can be obtained by contacting 
the office listed in the Addresses section 
of this Notice. 

DATES: Written comments must be 
submitted to the individual and office 
listed in the ADDRESSES section by 
January 9, 2015. 

ADDRESSES: You may submit comments, 
identified by the title of the information 
collection activity, by any of the 
following methods: 

(1) By mail sent to: Corporation for 
National and Community Service, Office 
of Research and Evaluation; Attention 
Diana Epstein, Senior Research Analyst, 
10th floor; 1201 New York Avenue NW., 
Washington, DC 20525. 

(2) By hand delivery or by courier to 
the CNCS mailroom at Room 8100 at the 
mail address given in paragraph (1) 
above, between 9:00 a.m. and 4:00 p.m. 
Eastern Time, Monday through Friday, 
except Federal holidays. 

(3) Electronically through 
www.regulations.gov. 

Individuals who use a 
telecommunications device for the deaf 
(TTY-TDD) may call 1-800-833-3722 
between 8:00 a.m. and 8:00 p.m. Eastern 
Time, Monday through Friday. 

FOR FURTHER INFORMATION CONTACT: 
Diana Epstein, 202-606-7564, or by 
email at depstein@cns.gov. 
SUPPLEMENTARY INFORMATION: 

CNCS is particularly interested in 
comments that: 

e Evaluate whether the proposed 
collection of information is necessary 


for the proper performance of the 
functions of CNCS, including whether 
the information will have practical 
utility; 

e Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

e Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

e Minimize the burden of the 
collection of information on those who 
are expected to respond, including the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology 
(e.g., permitting electronic submissions 
of responses). 


Background 


Information will be collected from 
AmeriCorps alumni through an online 
survey that will be administered by a 
contractor on behalf of CNCS. The 
purpose of the survey is to support 
CNCS in documenting the long-term 
civic participation and career pathways 
of AmeriCorps alumni and to help the 
agency determine whether or not 
national service members continue to be 
civically engaged or choose service- 
oriented careers. In addition, the agency 
is interested in exploring whether or not 
AmeriCorps members are as, or more, 
likely than those who participate in 
other types of service to maintain a 
sense of civic duty and pursue service- 
oriented careers. This survey is also an 
opportunity to determine the value of 
data collected from alumni who are at 
different life stages following their 
service year for informing policy and 
program decisions. 


Current Action 


This is a new information collection 
request. Information will be collected 
from a nationally representative sample 
of AmeriCorps alumni who served in 
AmeriCorps NCCC, AmeriCorps VISTA, 
and AmeriCorps State and National 
programs and completed their most 
recent term of service 2, 5, or 10 years 
ago. 

Type of Review: New. 

Agency: Corporation for National and 
Community Service. 

Title: Alumni Outcomes Survey. 

OMB Number: New. 

Agency Number: None. 

Affected Public: AmeriCorps alumni. 

Total Respondents: 3,465. 


Frequency: One time. 

Average Time per Response: Averages 
20 minutes, 

Estimated Total Burden Hours: 1,155. 

The desired number of completed 
surveys is shown in the table below: 


AMERICORPS PROGRAM 


State and 






Years since 









service 
2 years ...... 385 385 385 
5 years ...... 385 385 385 
10 years .... 385 385 










Total: 3,465. 

Total Burden Cost (capital/startup): 
None. 

Total Burden Cost (operating/ 
maintenance): None. 

Comments submitted in response to 
this notice will be summarized and/or 
included in the request for Office of 
Management and Budget approval of the 
information collection request; they will 
also become a matter of public record. 


Date: November 4, 2014. 
Stephen Plank, 
Office of Research and Evaluation. 
|FR Doc. 2014-26540 Filed 11—7-14; 8:45 am] 
BILLING CODE 6050-28-P 





DEPARTMENT OF DEFENSE 
Office of the Secretary 
[Transmittal Nos. 14-38] 


36(b)(1) Arms Sales Notification 


AGENCY: Defense Security Cooperation 
Agency, Department of Defense. 


ACTION: Notice. 





SUMMARY: The Department of Defense is 
publishing the unclassified text of a 
section 36(b)(1) arms sales notification. 
This is published to fulfill the 
requirements of section 155 of Public 
Law 104-164 dated July 21, 1996. 

FOR FURTHER INFORMATION CONTACT: Ms. 
B. English, DSCA/DBO/CFM, (703) 601- 
3740. 

The following is a copy of a letter to 
the Speaker of the House of 
Representatives, Transmittals 14-38 
with attached transmittal, and policy 
justification. 

Dated: November 4, 2014. 

Aaron Siegel, 
Alternate OSD Federal Register Liaison 
Officer, Department of Defense. 
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DEFENSE SECURITY COOPERATION AGENCY 


201 12TH STREET SOUTH, STE 203 
ARLINGTON, VA 22212-5408 





OCT 20 2016 


‘The Honorable John A, Boehner 
Speaker of the House 

1S. House of Representatives 
Washington, DC 20515 


Dear Mr. Speaker: 

Pursuant to the reporting requirements of Section 36(b)(1) of the Arms Export Control Act, 
as amended, we are forwarding herewith Transmittal No. 14-38, conceming the Department ot 
the Army’s proposed Letters) of Offer and Acceptance to iraq tor defense articles and services 
estimated to cost $600 million. After this letter is delivered to your office. we plan to issue 4 


press staternem to notuily the public of this proposed sale. 


Sincérty 


/ / 
IY 


Nei i \ 
N, ib) 
; ide Admipat, USN 


Director 


Enclosures: 

Transmittal 

Pohey Justification 

Regional Balance (Classified Document Provided Under Separate Cover) 


} 
in 
3 
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Transmittal No. 14-38 


Notice of Proposed Issuance of Letter of 
Offer Pursuant to Section 36(b)(1) of the 
Arms Export Control Act, as Amended 
(i) Prospective Purchaser: Iraq. 
(ii) Total Estimated Value: 


$400 million. 
200 million. 


Major Defense Equipment * 
ROUDON oo cits doesn siiercencvanstononds 


600 million. 


*as defined in Section 47(6) of the Arms 
Export Control Act. 


(iii) Description and Quantity or 
Quantities of Articles or Services under 
Consideration for Purchase: 10,000 
M831 120mm High-explosive anti-tank 
(HEAT) munitions, 10,000 M865 
120mm Kinetic Energy Warheads 
(KEW), 10,000 M865 120mm KEW-A1, 
and 16,000 M830 120mm HEAT-—MP-T 
tank ammunition. Also included are 
U.S. Government and contractor 
technical and logistics support services, 
and other related elements of logistical 
and program support. 

(iv) Military Department: Army 
(UCO). 

(v) Prior Related Cases, if any: 

FMS case UBI-$74M-10Apr14 
FMS case VCY-$10M-14Jul10 
FMS case VDA-$34M-14Jul10 
FMS case VDK-$67M-14Jul10 
FMS case VDL-$65M-14Jul10 
FMS case VPP—$684M-—200ct08 

(vi) Sales Commission, Fee, etc., Paid, 
Offered, or Agreed to be Paid: None. 

(vii) Sensitivity of Technology 
Contained in the Defense Article or 
Defense Services Proposed to be Sold: 
None. 


(viii) Date Report Delivered to 
Congress: 20 Oct 14. 


Policy Justification 
Irag—M1A1 Abrams Tank Ammunition 


The Government of Iraq has requested 
a possible sale of 10,000 M831 120mm 
High-explosive anti-tank (HEAT) 
munitions, 10,000 M865 120mm Kinetic 
Energy Warheads (KEW), 10,000 M865 
120mm KEW-A1, and 16,000 M830 
120mm HEAT-MP-T tank ammunition. 
Also included are U.S. Government and 
contractor technical and logistics 
support services, and other related 
elements of logistical and program 
support. The estimated cost is $600 
million. 

This proposed sale will contribute to 
the foreign policy and national security 
of the United States by helping to 
improve the security of a strategic 
partner. This proposed sale directly 
supports the Iragi government and 
serves the interests of the Iraqi people 
and the United States. 

The proposed sale of the ammunition 
and support will advance Iraq’s efforts 
to develop an integrated ground defense 
capability to support a strong national 
defense. This will enable the Iraqi 
Government to sustain its efforts to 
establish and maintain stability. 

The proposed sale of this equipment 
and support will not alter the basic 
military balance in the region. 

The prime contractor will be General 
Dynamics-Ordnance Tactical Systems in 
St Petersburg, Florida. There are no 
known offset agreements proposed in 
connection with this potential sale. 


Implementation of this proposed sale 
will not require the assignment of U.S. 
Government and contractor 
representatives to Iraq. 

There will be no adverse impact on 
U.S. defense readiness as a result of this 
proposed sale. 
|FR Doc. 2014-26560 Filed 11—7-14; 8:45 am] 
BILLING CODE 5001-06-P 


DEPARTMENT OF DEFENSE 
Office of the Secretary 


[Transmittal Nos. 14-41] 


36(b)(1) Arms Sales Notification 


AGENCY: Defense Security Cooperation 
Agency, Department of Defense. 


ACTION: Notice. 





SUMMARY: The Department of Defense is 
publishing the unclassified text of a 
section 36(b)(1) arms sales notification. 
This is published to fulfill the 
requirements of section 155 of Public 
Law 104-164 dated July 21, 1996. 

FOR FURTHER INFORMATION CONTACT: Ms. 
B. English, DSCA/DBO/CFM, (703) 601-— 
3740. 

The following is a copy of a letter to 
the Speaker of the House of 
Representatives, Transmittals 14-41 
with attached transmittal and policy 
justification. 

Dated: November 4, 2014. 

Aaron Siegel, 
Alternate OSD Federal Register Liaison 
Officer, Department of Defense. 
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DEFENSE SECURITY COOPERATION AGENCY 


201 12TH STREET SOUTH, STE 203 
ARLINGTON, VA 22202-5408 


Honorable John A. Boehner 
Speaker of the House 

U.S. House of Representatives 
Washington, DC 20515 


Dear Mr. Speaker: 


OCT 3.0 2014 


Pursuant to the reporting requirements of Section 36(bi(1) of the Arms Export Control Act. 


as amended, we are forwarding herewith Transmittal No, 14-41, concerning the Department of 


the Navy's proposed Letter(s) of Offer and Acceptance to Pakistan for defense articles and 


services estimated to cost $350 million. After this letter is delivered to your office, we plan to 


issue a press statement to notity the public of this proposed sale. 


Enclosures: 
{. Transmittal 


iasaha! a 
(N He a 
4 


Director 






ey 
nyral, USN 


2. Policy Justification 


Transmittal No. 14-41 


Notice of Proposed Issuance of Letter of 
Offer Pursuant to Section 36 (b)(1) Of 
the Arms Export Control Act, as 
amended 


(i) Prospective Purchaser: Pakistan 
(ii) Total Estimated Value: 
Major Defense Equipment* .. $250 million 


CC os oseccccaiiiass tiesto eens 


WONG Dros x ectenid atin dzecdies $350 million 


$100 million 


a 


(iii) Description and Quantity or 
Quantities of Articles or Services under 
Consideration for Purchase: 8 43-meter 
Global Response Cutters (GRC43M). 
Each Cutter will be a mono-hull design 


made of Glass Reinforced Plastic (GRP). 


Also included in this sale: 8 25mm or 
30mm Naval Gun System, 32 M2—HB 
.50 caliber machine guns, 32 7.62mm 
guns, 8 8-meter Rigid Inflatable Boats, 
ballistic/armor protection of critical 
spaces, command and control 


equipment, communication equipment, 
navigation equipment, support 
equipment, spare and repair parts, tools 
and test equipment, technical data and 
publications, personnel training, U.S. 
government and contractor engineering, 
technical, and logistics support services, 
and other related elements of logistics 
and program support. 


(iv) Military Department: Navy (SBP) 
(v) Prior Related Cases, if any: None 
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(vi) Sales Commission, Fee, etc., Paid, 
Offered, or Agreed to be Paid: None 

(vii) Sensitivity of Technology 
Contained in the Defense Article or 
Defense Services Proposed to be Sold: 
None 

(viii) Date Report Delivered to 
Congress: 30 Oct 14 

* as defined in Section 47(6) of the 
Arms Export Control Act. 


POLICY JUSTIFICATION 


Pakistan—GRC43M Cutters 


The Government of Pakistan has 
requested the purchase of 8 43-meter 
Global Response Cutters (GRC43M). 
Each Cutter will be a mono-hull design 
made of Glass Reinforced Plastic (GRP). 
Also included in this sale: outfitted 8 
25mm or 30mm Naval Gun Systems, 32 
M2-HB .50 caliber machine guns, 32 
7.62mm guns, 8 8-meter Rigid Inflatable 
Boats, ballistic/armor protection of 
critical spaces, command and control 
equipment, communication equipment, 
navigation equipment, support 
equipment, spare and repair parts, tools 
and test equipment, technical data and 
publications, personnel training, U.S. 
government and contractor engineering, 
technical, and logistics support services, 
and other related elements of logistics 
and program support. The total 
estimated cost is $350 million. 

This proposed sale will contribute to 
the foreign policy and national security 
of the United States by helping to 
improve the security of a country vital 
to U.S. foreign policy and national 
security goals in South Asia. 

This sale will enhance Pakistan’s 
ability to enforce the rule of law over its 
coastal areas to safeguard seaborne 
energy corridors, deter the outbreak of 
piracy along the north Arabian Sea, and 
curtail the trafficking of narcotics and 
other illict goods. These vessels provide 
the Pakistan Navy with the capability 
for medium to long endurance coverage 
of its 660 miles of coastline. Pakistan 
will have no difficulty absorbing 
GRC43M Cutters into its armed forces. 

This sale will not alter the basic 
military balance in the region. 

The principal contractor will be WSY, 
Inc. in Port Angeles, Washington. There 
are no known offset agreements 
proposed in conjunction with this 
potential sale. 

Implementation of this proposed sale 
will require multiple trips by U.S. 
Government and contractor 
representatives to participate in program 
and technical reviews plus training and 
maintenance support in country, on a 
short-term temporary basis, for a period 
of no more than 60 months or until the 
last Cutter is delivered to Pakistan and 
integrated into their operating forces. 


There will be no adverse impact on 
U.S. defense readiness as a result of this 
proposed sale. 

[FR Doc. 2014-26579 Filed 11—7-14; 8:45 am] 
BILLING CODE 5001-06-P 





DEPARTMENT OF DEFENSE 
Office of the Secretary 


Renewal of Department of Defense 
Federal Advisory Committees 


AGENCY: DoD. 
ACTION: Renewal of Federal Advisory 
Committee. 





SUMMARY: The Department of Defense is 
publishing this notice to announce that 
it is renewing the charter for the 
Department of Defense Wage Committee 
(“the Committee’’). 

FOR FURTHER INFORMATION CONTACT: Jim 
Freeman, Advisory Committee 
Management Officer for the Department 
of Defense, 703-692-5952. 
SUPPLEMENTARY INFORMATION: This 
committee’s charter is being renewed 
pursuant to 5 CFR part 532, Federal 
Wage System (Pub. L. 92-392), and in 
accordance with the Federal Advisory 
Committee Act (FACA) of 1972 (5 
U.S.C., Appendix, as amended) and 41 
CFR 102-—3.50(c), established the 
Committee. 

The Committee is a statutory Federal 
advisory committee that provides 
independent advice and 
recommendations to the Secretary of 
Defense or Deputy Secretary of Defense, 
through the Under Secretary of Defense 
for Personnel and Readiness 
(USD(P&R)), on matters relating to the 
conduct of wage surveys and the 
establishment of wage schedules for al] 
appropriated fund and non- 
appropriated fund wage areas of blue- 
collar employees within DoD. 

The Committee reports to the 
Secretary of Defense or the Deputy 
Secretary of Defense, through the 
USD(P&R). 

The USD(P&R), may act upon the 
Committee’s advice and 
recommendations. 

The Committee, in accordance with 5 
CFR 532.227, will be composed of seven 
members—a chair and six additional 
members. The Secretary of Defense or 
the Deputy Secretary of Defense selects 
the Committee’s chair. 

Committee members are appointed by 
the Secretary of Defense or the Deputy 
Secretary of Defense and their 
appointments will be renewed on an 
annual basis. Committee members who 
are not full-time or permanent part-time 
Federal employees are appointed as 


experts or consultants under the 
authority of 5 U.S.C. 3109 to serve as 
special government employee (SGE) 
members. Committee members who are 
full-time or permanent part-time Federal 
employees are appointed pursuant to 41 
CFR 102—3.130(a) to serve as regular 
government employee (RGE) members. 
Committee members, as determined by 
the Secretary of Defense or Deputy 
Secretary of Defense, serve a term of 
service of one-to-four years. No member 
may serve more than two consecutive 
terms of service without written 
approval by the Secretary of Defense or 
Deputy Secretary of Defense. This same 
term of service limitation also applies to 
any authorized DoD subcommittees. 

Committee members serve without 
compensation except for reimbursement 
of travel and per diem as it pertains to 
official Committee business. 

All members of the Committee are 
appointed to provide advice on the basis 
of their best judgment with representing 
any particular point of view and in a 
manner that is free from conflict of 


interest. 
DoD, when necessary and consistent 


with the Committee’s mission and DoD 
policies and procedures, may establish 
subcommittees, task forces, or working 
groups to support the Committee. 
Establishment of subcommittees is 
based upon a written determination, to 
include terms of reference, by the 
Secretary of Defense, the Deputy 
Secretary of Defense, or USD(P&R), as 
the Committee’s sponsor. 

Such subcommittees will not work 
independently of the Committee and 
must report all of their 
recommendations and advice solely to 
the Committee for full and open 
deliberation, discussion, and voting. 
Subcommittees, task forces, or working 
groups have no authority to make 
decisions and recommendations, 
verbally or in writing, on behalf of the 
Committee. No subcommittee or any of 
its members can update or report, 
verbally or in writing, on behalf of the 
Committee, directly to the DoD or any 
Federal officer or employee. 

The Secretary of Defense or the 
Deputy Secretary of Defense will 
appoint subcommittee members to a 
term of service of one-to-four years, with 
annual renewals, even if the member in 
question is already a member of the 
Committee. Subcommittee members 
will not serve more than two 
consecutive terms of service unless 
authorized by the Secretary of Defense 
or the Deputy Secretary of Defense. 

Subcommittee members, if not full- 
time or permanent part-time Federal 
employees, will be appointed as experts 
or consultants pursuant to 5 U.S.C. 3109 
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to serve as SGE members. Subcommittee 
members, who are full-time or 
permanent part-time Federal employees, 
will be appointed pursuant to 41 CFR 
102—3.130(a) to serve as RGE members. 
With the exception of reimbursement of 
official travel and per diem related to 
the Committee or its subcommittees, 
subcommittee members shall serve 
without compensation. 

All subcommittees operate under the 
provisions of FACA, the Sunshine Act, 
governing Federal statutes and 
regulations, and established DoD 
policies and procedures. 

The Committee’s Designated Federal 
Officer (DFO) must be a full-time or 
permanent part-time DoD employee 
appointed in accordance with governing 
DoD policies and procedures. 

The Committee’s DFO is required to 
attend at all meetings of the Committee 
and any subcommittees for the entire 
duration of each and every meeting. 
However, in the absence of the 
Committee’s DFO, a properly approved 
Alternate DFO, duly appointed to the 
Committee according to established DoD 
policies and procedures, must attend 
the entire duration of all meetings of the 
Committee and its subcommittees. 

The DFO or the Alternate DFO calls 
all meetings of the Committee and its 
subcommittees; prepare and approve all 
meeting agendas; and adjourn any 
meeting when the DFO, or the Alternate 
DFO, determines adjournment to be in 
the public interest or required by 
governing regulations or DoD policies 
and procedures. 

Pursuant to 41 CFR 102-3.105(j) and 
102-3.140, the public or interested 
organizations may submit written 
statements to Department of Defense 
Wage Committee membership about the 
Committee’s mission and functions. 
Written statements may be submitted at 
any time or in response to the stated 
agenda of planned meeting of the 
Department of Defense Wage 
Committee. 

All written statements shall be 
submitted to the DFO for the 
Department of Defense Wage 
Committee, and this individual will 
ensure that the written statements are 
provided to the membership for their 
consideration. Contact information for 
the Department of Defense Wage 
Committee DFO can be obtained from 
the GSA’s FACA Database—http:// 
www.facadatabase.gov/, 

The DFO, pursuant to 41 CFR 102- 
3.150, will announce planned meetings 
of the Department of Defense Wage 
Committee. The DFO, at that time, may 
provide additional guidance on the 
submission of written statements that 





are in response to the stated agenda for 

the planned meeting in question. 
Dated: November 4, 2014. 

Aaron Siegel, 


Alternate OSD Federal Register Liaison 
Officer, Department of Defense. 


[FR Doc. 2014-26522 Filed 11—7-14; 8:45 am] 
BILLING CODE 5001-06-P 





DEPARTMENT OF DEFENSE 
Department of the Army 


Board of Visitors, United States 
Military Academy (USMA) 


AGENCY: Department of the Army, DoD. 
ACTION: Notice of open committee 
meeting. 





SUMMARY: The Department of the Army 
is publishing this notice to announce 
the following Federal advisory 
committee meeting of the USMA Board 
of Visitors (BoV). This meeting is open 
to the public. For more information 
about the BoV, its membership and its 
activities, please visit the BoV Web site 
at http://www.usma.edu/bov/SitePages/ 
Home.aspx. 


DATES: The USMA BoV will meet from 
1:30 p.m. until 4:30 p.m. on Wednesday, 
December 3, 2014. Members of the 
public wishing to attend the meeting 
will need to show photo identification 
in order to gain access to the meeting 
location. All participants are subject to 
security screening. 
ADDRESSES: The meeting will be held in 
Room 340, Veterans Affairs Room, 
Cannon House Office Building, New 
Jersey and Independence Avenues SE., 
Washington, DC, subject to 
availability—changes will be announced 
as soon as possible, on the BoV Web site 
at http://www.usma.edu/bov/SitePages/ 
Home.aspx, should the meeting location 
change. 
FOR FURTHER INFORMATION CONTACT: Mrs. 
Deadra K. Ghostlaw, the Designated 
Federal Officer for the committee, in 
writing at Secretary of the General Staff, 
ATTN: Deadra K. Ghostlaw, 646 Swift 
Road, West Point, NY 10996, by email 
at deadra.ghostlaw@usma.edu or BoV@ 
usma.edu, or by telephone at (845) 938— 
4200. 
SUPPLEMENTARY INFORMATION: The 
committee meeting is being held under 
the provisions of the Federal Advisory 
Committee Act of 1972 (5 U.S.C., 
Appendix, as amended), the 
Government in the Sunshine Act of 
1976 (5 U.S.C. 552b, as amended), and 
41 CFR 102-3.150. 

Purpose of the Meeting: This is the 
2014 Fall Meeting of the USMA BoV. 


The USMA BoV is an independent 
Federal advisory committee chartered to 
provide the Secretary of the Army 
independent advice and 
recommendations on the USMA Board 
of Visitors. Members of the Board will 
be provided updates on Academy 
issues. 

Proposed Agenda: The Academy 
leadership will provide the Board with 
updates on the following matters: 
Sexual Harassment/Assault Response 
Program (SHARP), Accreditation and 
Period Review Report (PRR), Branching/ 
Grad School Options (GRADSO), 
Brigade Tactical Department (BTD) 
Demographics, and the National 
Conference on Ethics in America 
(NCEA) update, Ms. Brenda Sue Fulton, 
Vice Chair of the Board of Visitors, will 
brief Board members on her attendance 
at the United States Air Force Academy 
Board of Visitors meeting in September 
2014. Finally, the USMA 
Superintendent will brief the Board. 

Public’s Accessibility to the Meeting: 
Pursuant to 5 U.S.C. 552b and 41 CFR 
102-3.140 through 102-3.165 and 
subject to the availability of space, this 
meeting is open to the public. Seating is 
on a first to arrive basis. Attendees are 
requested to submit their name, 
affiliation, and daytime phone number 
seven business days prior to the meeting 
to Mrs. Ghostlaw, via electronic mail, 
the preferred mode of submission, at the 
address listed in the FOR FURTHER 
INFORMATION CONTACT section. Members 
of the public attending the committee 
meeting will not be permitted to present 
questions from the floor or speak to any 
issue under consideration by the 
committee. Because the meeting of the 
committee will be held in a Federal 
Government facility, security screening 
is required. A government photo ID is 
required to enter the building. Please 
note that security guards have the right 
to inspect vehicles and persons seeking 
to enter and exit the meeting site. 
Cannon House Office Building, Room 
340, Veterans Affairs Room, is fully 
handicap accessible. Wheelchair access 
is available at the entrance on New 
Jersey Avenue SE., south of the terrace 
at the intersection with Independence 
Avenue. For additional information 
about public access procedures, contact 
Mrs. Ghostlaw, the committee’s 
Designated Federal Officer, at the email 
address or telephone number listed in 
the FOR FURTHER INFORMATION CONTACT 
section. 

Written Comments or Statements: 
Pursuant to 41 CFR § 102-3.105(j) and 
102—3.140 and section 10(a)(3) of the 
Federal Advisory Committee Act, the 
public or interested organizations may 
submit written comments or statements 
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to the committee, in response to the 
stated agenda of the open meeting or in 
regard to the committee’s mission in 
general. Written comments or 
statements should be submitted to Mrs. 
Ghostlaw, the committee Designated 
Federal Officer, via electronic mail, the 
preferred mode of submission, at the 
address listed in the FOR FURTHER 
INFORMATION CONTACT section. Each page 
of the comment or statement must 
include the author’s name, title or 
affiliation, address, and daytime phone 
number. Written comments or 
statements being submitted in response 
to the agenda set forth in this notice 
must be received by the Designated 
Federal Official at least seven business 
days prior to the meeting to be 
considered by the committee. The 
Designated Federal Official will review 
all timely submitted written comments 
or statements with the committee 
Chairperson, and ensure the comments 
are provided to all members of the 
committee before the meeting. Written 
comments or statements received after 
this date may not be provided to the 
committee until its next meeting. 
Pursuant to 41 CFR 102-3.140d, the 
committee is not obligated to allow a 
member of the public to speak or 
otherwise address the committee during 
the meeting. Members of the public will 
be permitted to make verbal comments 
during the committee meeting only at 
the time and in the manner described 
below. If a member of the public is 
interested in making a verbal comment 
at the open meeting, that individual 
must submit a request, with a brief 
statement of the subject matter, to be 
addressed by the comment, at least three 
(3) business days in advance to the 
committee’s Designated Federal Official, 
via electronic mail, the preferred mode 
of submission, at the address listed in 
the FOR FURTHER INFORMATION CONTACT 
section. The Designated Federal Official 
will log each request, in the order 
received, and in consultation with the 
committee Chairperson, determine 
whether the subject matter of each 
comment is relevant to the committee’s 
mission and/or the topics to be 
addressed in this public meeting. A 15- 
minute period near the end of the 
meeting will be available for verbal 
public comments. Members of the 
public who have requested to make a 
verbal comment and whose comments 
have been deemed relevant under the 
process described above will be allotted 
no more than three (3) minutes during 
this period, and will be invited to speak 
in the order in which their requests 





were received by the Designated Federal 
Official. 

Brenda S. Bowen, 

Army Federal Register Liaison Officer. 

[FR Doc. 2014-26642 Filed 11—7-14; 8:45 am] 
BILLING CODE 3710-08-P 


DEPARTMENT OF DEFENSE 
Department of the Army 


Performance Review Board 
Membership 


AGENCY: Department of the Army, DoD. 
ACTION: Notice. 





SUMMARY: The Performance Review 
Board Membership list published in the 
Federal Register on Friday, October 17, 
2014 (79 FR 62432) is amended to 
include the following individual: Mr. 
Gabriel O. Camarillo, Principal Deputy 
Assistant Secretary of the Army 
(Acquisition, Logistics and Technology), 
Office of the Assistant Secretary of the 
Army (Acquisition, Logistics and 
Technology). 

The Department of the Army 
Performance Review Board will be 
composed of a subset of the individuals 
listed here and in the Federal Register 
on October 17, 2014. 

FOR FURTHER INFORMATION CONTACT: 
Barbara Smith, Civilian Senior Leader 
Management Office, 111 Army 
Pentagon, Washington, DC 20310-0111. 


Brenda S. Bowen, 

Army Federal Register Liaison Officer. 
[FR Doc. 2014-26637 Filed 11-7-14; 8:45 am] 
BILLING CODE 3710-08-P 


DEPARTMENT OF DEFENSE 


Department of the Army; Corps of 
Engineers 


Notice of Availability—Final 
Environmental Impact Statement for 
Revised Water Control Manuals for the 
Alabama-Coosa-Tallapoosa River 
Basin 


AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 
ACTION: Notice of availability. 





SUMMARY: Notice is hereby given that 
the U.S. Army Corps of Engineers, 
Mobile District (USACE), has released a 
Final Environmental Impact Statement 
(FEIS) for the update of the Alabama- 
Coosa-Tallapoosa River Basin (ACT) 
Water Control Master Manual (Master 
Manual). USACE will accept comments 
during a public comment period that 
began with the Notice of Availability 


published by the Environmental 
Protection Agency on November 7, 2014 
and will end 30 days after that date. 
DATES: Comments on the FEIS are due 
by December 8, 2014 and should be 
submitted as indicated in the 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Lewis Sumner at telephone (251) 694—- 
3857. 

SUPPLEMENTARY INFORMATION: The 
Master Manual includes appendices 
prepared for individual projects in the 
ACT Basin and is the guide used by 
USACE to operate a system of five 
federal reservoir projects in the basin— 
Allatoona Dam and Lake, Carters Dam 
and Lake and Carters Reregulation Dam, 
Robert F. Henry Lock and Dam and R.E. 
“Bob” Woodruff Lake, Millers Ferry 
Lock and Dam and William “Bill’’ 
Dannelly Lake, and Claiborne Lock and 
Dam and Lake. Alabama Power 
Company (APC) regulates four non- 
federal projects—Weiss Dam and Lake, 
Logan Martin Dam and Lake, Neely 
Henry Dam and Lake, and R.L. Harris 
Dam and Lake—in compliance with the 
projects’ Federal Energy Regulatory 
Commission (FERC) licenses and in 
accordance with USACE water control 
plans for flood risk management 
regulation and navigation support. The 
updated ACT Master Manual includes 
appendices prepared for two of the four 
APC projects for which USACE has 
authority for flood risk management and 
navigation support—Neely Henry and 
R.L. Harris. Water Control Manuals for 
the remaining two APC projects—Weiss 
and Logan Martin—will be addressed 
later. 

USACE has updated the water control 
plans and manuals for the ACT Basin in 
order to improve operations for 
authorized purposes to reflect changed 
conditions since the manuals were last 
developed. The purpose and need for 
the updated Master Manual is to 
determine how operations in the federal 
projects in the ACT Basin should be 
adjusted to meet their authorized 
purposes, in light of current conditions 
and applicable law and to implement 
those operations through updated water 
control plans and manuals. The updated 
plans and manuals comply with existing 
USACE regulations and reflect 
operations under existing congressional 
authorizations, taking into account 
changes in basin hydrology and 
demands from years of growth and 
development, new/rehabilitated 
structural features, legal developments, 
and environmental issues. 

USACE regulations also provide 
specific policy and guidance for 
inclusion of drought contingency plans 
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as part of USACE’s overall water control 
management activities in the basin. To 
assure effectiveness, the drought plan 
incorporates a comprehensive, basin- 
wide approach that considers the 
interrelationship of USACE projects and 
APC projects and the proposed drought 
plan was developed in collaboration 
with APC. 

USACE’s objectives for the Master 
Manual update were to develop a water 
control plan that meets the existing 
water resources needs of the basin, 
fulfills its responsibilities in operating 
for the authorized project purposes, and 
complies with all pertinent laws. The 
FEIS presents the results of USACE’s 
analysis of the environmental effects of 
the Proposed Action Alternative (PAA) 
that the USACE believes would most 
effectively accomplish these objectives. 

USACE evaluated an array of 
potential water management alternatives 
during the Master Manual update 
process, resulting in the selection of the 
PAA. One alternative available to 
USACE would be to continue with 
current operations. This approach is 
termed the No Action Alternative 
(NAA). Neither the PAA nor the NAA 
would alter existing water supply 
storage allocations or operations for 
flood risk management, fish spawning, 
or fish passage. 

The proposed action does not include 
the building, installing, or upgrading of 
any facilities. USACE will not modify 
any authorized project purpose via this 
action, although the extent to which 
some can be achieved may be affected. 
This action is limited to the way 
reservoir levels are managed and water 
is released from them. 

The Final EIS responds to, and 
incorporates agency and public 
comments received on the Draft EIS, 
which was available for public review 
from February 2013 through April 2013. 
Four public meetings were held on 
March 25th through 28th, 2013, and a 
cumulative total of 129 persons 
attended these workshops, either 
representing various agencies and 
organizations or as interested individual 
citizens. Seventy (70) comments on the 
draft EIS were submitted by agencies 
(Federal, state, and local), private 
organizations, and individuals. The 
USACE responses to substantive agency 
and public comments are provided in 
Appendix B of the FEIS. 

USACE incorporated pertinent 
revisions and updates to the EIS WCM 
based on input received during the 
public review process. The key 
revisions and updates to the draft 
documents included in the final EIS for 
the WCM update include: 





e The baseline condition for analysis 
of alternatives was revised to reflect 
actual withdrawals by Cobb County- 
Marietta Water Authority (CCMWA) and 
city of Cartersville from Allatoona Lake 
as well as the City of Chatsworth from 
Carters Lake. As presented in the draft 
EIS, withdrawals from the reservoirs by 
these entities had been limited to the 
volume of water in the current water 
supply storage agreements. For purposes 
of the Hydrologic Engineering Center’s 
River Simulation (HEC-ResSim) model, 
‘actual withdrawals” are represented by 
actual water use reported throughout 
the basin in 2006, rather than the 
volume of water in the current storage 
agreements. The actual withdrawal 
amounts in 2006 are the highest levels 
of net water supply withdrawal reported 
basin-wide and represent the greatest 
stress placed on the system to date from 
withdrawals. 

e Based on further review of available 
data during and following the comment 
period for the draft EIS, USACE 
determined that revisions of the 
navigation ‘‘template’’ would be 
appropriate. The navigation template 
provides the technical information upon 
which flow requirements necessary to 
maintain navigable channel depths in 
the Alabama River are based. The HEC- 
ResSim model for the ACT Basin was 
updated to incorporate these revisions. 

e Provisions for operation of the 
recently completed Hickory Log Creek 
reservoir, as permitted in the Section 
404 permit for the project (2004), were 
incorporated into the HEC-ResSim 
model. The Hickory Log Creek reservoir 
operation was not considered as part of 
the baseline condition but was included 
in the simulation of the WCM update 
alternatives. The final EIS includes an 
updated description of Hickory Log 
Creek reservoir and its relationship to 
the ACT WCM update. 

e The hydrologic period of record for 
HEC-ResSim model simulation for the 
ACT WCM update process was 
extended from 70 years (1939-2008) to 
73 years (1939-2011). 

e Based on the HEC-ResSim model 
updates described above, model 
simulations were re-run for the water 
management alternatives considered in 
the draft EIS (No Action, Alternative D, 
Alternative F, and Alternative G 
(Proposed Action), and the 
Environmental Consequences were 
updated accordingly. 

e In order to better understand the 
sensitivity of the Proposed Action 
Alternative to the potential implications 
of climate change and increased future 
water demands in the ACT Basin, model 
simulations were conducted to address 
(1) projected increases in long-range 


water supply demands in the basin, (2) 
potential for a long term reduction in 
rainfall in the basin due to climate 
change, and (3) potential for increased 
air temperature due to climate change. 
Both HEC-ResSim and HEC-5Q were 
run to compare the Proposed Action to 
these scenarios. These scenarios, the 
associated sensitivity analyses, and 
potential effects are discussed in the 
Final EIS. 

e The FERC license for Coosa River 
Projects was finalized and issued in 
June 2013, following the publication 
and review of the draft EIS for the ACT 
WCM update. The EIS document was 
updated accordingly, including 
discussion of the pertinent effects of the 
June 2013 FERC license on the ACT 
WCM update process. 

e The EIS was updated to include a 
description of the most recent activities 
by non-Federal hydropower interests 
and FERC related to potential 
development of non-Federal 
hydropower facilities at Carters 
Reregulation Dam and Claiborne Lock 
and Dam. 

e Other minor corrections and 
updates were incorporated into the final 
EIS based on public comments and new 
information. 


Document Availability 


The FEIS and appendices are 
available to the public for review in the 
following formats: 

e Online as PDF documents at 
www.sam.usace.army.mil/Missions/ 
PlanningEnvironmental/ 
ACTMasterWaterControlManual 
Update/ACTDocumentLibrary.aspx. 

e As aCD when requested in writing 
to: Commander, U.S. Army Corps of 
Engineers, Mobile District, Attn: PD-EI 
(ACT-DEIS), P.O. Box 2288, Mobile, AL 
36628. 


Public Review and Comment 


USACE recognizes that the decisions 
made concerning revisions to the water 
control operations at USACE projects 
within the ACT Basin will have wide- 
ranging effects and encourages the 
public to submit comments on the 
content of the DEIS. All persons and 
organizations that have a potential 
interest in the proposed action, 
including minority, low-income, 
disadvantaged, and Native American 
groups, are urged to participate in this 
NEPA environmental analysis process 
by reviewing the FEIS and submitting 
comments for consideration. 

Comments may be submitted via the 
following methods: 

e Online at 
www.sam.usace.army.mil/Missions/ 
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PlanningEnvironmental/ 
ACTMasterWaterControlManual Update. 

e By emailing act-wcm@ 
usace.army.mil. 

e By letter addressed to: Commander, 
U.S. Army Corps of Engineers, Mobile 
District, Attn: PD-EI (ACT—DEIS), P.O. 
Box 2288, Mobile, AL 36628. 

Further information regarding the 
update of the Master Manual, including 
all available documents, background 
and historical information, and updates 
is available online at the Web site given 
above. 


Next Steps 


No sooner than 30 days after filing the 
final EIS with USEPA and publication 
of the EPA Notice of Availability for the 
FEIS in the Federal Register, USACE 
will prepare a Record of Decision (ROD) 
which documents the final decision on 
the proposed action in regard to the 
update of the ACT Basin Master WCM 
and the individual project WCMs, 
summarize alternatives that were 
considered and relevant factors that 
were balanced in making the decision, 
and identify means that have been 
adopted to mitigate for adverse effects. 
USACE will notify the public of the 
ROD in a newsletter distribution to the 
project mailing list, press releases to 
local newspapers radio and television 
news, and on the project Web site. 


Landon M. Raby, 

Major, Deputy District Commander, Mobile 
District, U.S. Army Corps of Engineers. 

[FR Doc. 2014-26639 Filed 11—7-14; 8:45 am] 
BILLING CODE 3720-58-P 





DEPARTMENT OF DEFENSE 


Department of the Army; Corps of 
Engineers 


Notice of Intent To Prepare an 
Environmental Impact Statement, 
Initiate the Public Scoping Period and 
Host Public Scoping Meetings for West 
Facilities Modernization, St. Louis, 
Missouri, Metropolitan Area 


AGENCY: Department of the Army, U.S. 
Army Corps of Engineers, DoD. 


ACTION: Notice of intent. 





SUMMARY: Pursuant to the National 
Environmental Policy Act of 1969 
(NEPA), as amended, the National 
Geospatial-Intelligence Agency (NGA) 
announces its intent to prepare an 
environmental impact statement (EIS) to 
analyze potential impacts to the quality 
of the human environment resulting 
from the proposed construction and 
operation of new, modern facilities in 
the St. Louis metropolitan area. The 


U.S. Army Corps of Engineers (USACE), 
Kansas City District, will be the project 
manager for this EIS. This notice 
informs the public of the proposed 
action, announces the public scoping 
process, and solicits public comments to 
identify issues related to the proposed 
project. 


DATES: The public scoping period begins 
with the publication of this notice in the 
Federal Register and will continue until 
January 19, 2015. All comments 
submitted or postmarked by January 19, 
2015 will be considered in defining the 
scope of the EIS. Comments submitted 
or postmarked after that date will be 
considered to the extent practicable. For 
public scoping meetings, see 
SUPPLEMENTARY INFORMATION section. 
FOR FURTHER INFORMATION CONTACT: ‘T’o 
provide written comments on the EIS, 
request to be added to the project 
mailing list, or for further information or 
questions about the EIS process, please 
contact Ms. Amy Blair, U.S. Army Corps 
of Engineers, Kansas City District by 
telephone at (816) 389-3393, by mail at 
Room 529, 601 E. 12th Street, Kansas 
City, MO 64106, or by electronic mail at 
NextNGAWest@usace.army.mil. 


SUPPLEMENTARY INFORMATION: The 
National Geospatial-Intelligence Agency 
delivers geospatial intelligence, or 
GEOINT, that provides a decisive 
advantage to warfighters, policymakers, 
intelligence professionals and first 
responders. Both an intelligence agency 
and combat support agency, NGA 
fulfills the president’s national security 
priorities in partnership with the 
intelligence community and the 
Department of Defense. NGA is 
headquartered in Springfield, Va., and 
has two major locations in St. Louis and 
Arnold, MO. 

NGA is pursuing construction and 
operation of a modern facility in the St. 
Louis metropolitan area to better 
support its mission to provide timely, 
relevant, and accurate geospatial 
intelligence in support of national 
security. The proposed new facility will 
support NGA’s current mission, 
improve its resiliency, and address 
challenges associated with its current 
facility located on Second Street in the 
city of St. Louis, including physical 
constraints and security requirements. 
The EIS will evaluate and disclose the 
impacts of constructing a new 
replacement facility and relocating NGA 
operations at alternative sites, in 
addition to a No Action Alternative. 

No Action Alternative: The EIS will 
analyze the No Action Alternative, 
under which no new construction or 
relocation will occur. 


The Proposed Action will be to 
construct a new, modern West Facility 
in the St. Louis metropolitan area. 


Alternatives will be developed during 
and following the public scoping 
period, and will consist of alternative 
sites for the new facility. The following 
six proposed site locations were initially 
identified through a site location study: 

e Fenton: 1050 Dodge Drive, Fenton, 
MO (southwest of St. Louis); 


e Mehlville: 13045 Tesson Ferry 
Road, St. Louis, MO (south of St. Louis); 


e NorthPark: 4800 N. Hanley Road, 
St. Louis (Ferguson), MO (northwest of 
St. Louis); 


e North St. Louis City: Near the 
intersections of Cass and North Jefferson 
Avenues; 


e St. Clair County: Along Interstate 
(I-64), adjacent to the northeast 
boundary of Scott Air Force Base (AFB), 
Illinois (east of St. Louis); and 


¢ Weldon Spring: 4700 Technology 
Drive, Weldon Spring, MO (northwest of 
St. Louis). 


Two of the six sites have since been 
removed from consideration. A portion 
of the NorthPark location has been sold 
and the remaining land does not meet 
NGA’s requirements. Additionally, the 
Weldon Spring location is no longer 
under consideration based on master 
planning review. 

Scoping: Public scoping is being 
conducted through January 19, 2015, to 
provide the public with an opportunity 
to offer input on the scope of issues to 
be addressed and to identify issues 
related to the proposed action and 
alternative sites. As part of public 
scoping, NGA and the Corps of 
Engineers plan to hold three public 
scoping meetings in early December 
2014. The dates and locations of the 
scoping meetings and other 
opportunities for public participation in 
the EIS process will be announced 
through news media in the St. Louis 
metropolitan area. 


In addition to complying with NEPA 
and DoD planning guidance, scoping 
will be used to partially fulfill the 
public participation requirements of 
Section 106 of the National Historic 
Preservation Act (NHPA). Except where 
subject to the confidentiality provision 
of Section 304 of the NHPA, all 
comments received during scoping will 
become part of a project administrative 
record and may be included as an 
appendix to the EIS. A Draft EIS is 
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expected to be circulated for public 
comment in summer/fall 2015. 


Jennifer L. Switzer, 

Chief, Planning Branch, U.S. Army Corps of 
Engineers, Kansas City District. 

[FR Doc. 2014-26638 Filed 11—7-14; 8:45 am] 
BILLING CODE 3720-58-P 





DEFENSE NUCLEAR FACILITIES 
SAFETY BOARD 


Extension of Hearing Record Closure 
Date 


AGENCY: Defense Nuclear Facilities 
Safety Board. 
ACTION: Extension of hearing record 
closure date. 





SUMMARY: The Defense Nuclear 
Facilities Safety Board (Board) 
published a document in the Federal 
Register on September 25, 2014, (79 FR 
57543) concerning notice of a public 
hearing and meeting on October 7, 2014, 
regarding safety culture at Department 
of Energy defense nuclear facilities. The 
Board stated in that notice that the 
hearing record would remain open until 
November 7, 2014, for the receipt of 
additional materials. The Board made 
the same representation at the 
conclusion of the hearing on October 7, 
2014. 
DATES: The Board now extends the 
period of time for which the hearing 
record will remain open to November 
21, 2014, to accommodate the 
submission of additional documents to 
the hearing record. 
FOR FURTHER INFORMATION CONTACT: 
Mark Welch, General Manager, Defense 
Nuclear Facilities Safety Board, 625 
Indiana Avenue NW., Suite 700, 
Washington, DC 20004—2901, (800) 788- 
4016. This is a toll-free number. 

Dated: November 4, 2014. 
Peter S. Winokur, 
Chairman. 
[FR Doc. 2014-26616 Filed 11—7-14; 8:45 am] 
BILLING CODE 3670-01-P 





DEPARTMENT OF EDUCATION 
[Docket No.: ED-2014-ICCD-0118] 


Agency Information Collection 
Activities; Submission to the Office of 
Management and Budget for Review 
and Approval; Comment Request; 
Corrective Action Plan (CAP) 


AGENCY: Office of Special Education and 
Rehabilitative Services (OSERS), 
Department of Education (ED). 

ACTION: Notice. 





SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S.C. chapter 3501 et seq.), ED is 
proposing an extension of an existing 
information collection. 

DATES: Interested persons are invited to 
submit comments on or before 
December 10, 2014. 

ADDRESSES: Comments submitted in 
response to this notice should be 
submitted electronically through the 
Federal eRulemaking Portal at http:// 
www.regulations.gov by selecting 
Docket ID number ED-2014-ICCD-—0118 
or via postal mail, commercial delivery, 
or hand delivery. If the regulations.gov 
site is not available to the public for any 
reason, ED will temporarily accept 
comments at ICDocketMgr@ed.gov. 
Please note that comments submitted by 


fax or email and those submitted after 


the comment period will not be 
accepted; ED will ONLY accept 
comments during the comment period 
in this mailbox when the regulations.gov 
site is not available. Written requests for 
information or comments submitted by 
postal mail or delivery should be 
addressed to the Director of the 
Information Collection Clearance 
Division, U.S. Department of Education, 
400 Maryland Avenue SW., LBJ, 
Mailstop L-OM—2-2E319, Room 2E115, 
Washington, DC 20202. 

FOR FURTHER INFORMATION CONTACT: For 
specific questions related to collection 
activities, please contact Edward West, 
202-245-6145. 

SUPPLEMENTARY INFORMATION: The 
Department of Education (ED), in 
accordance with the Paperwork 
Reduction Act of 1995 (PRA) (44 U.S.C. 
3506(c)(2)(A)), provides the general 
public and Federal agencies with an 
opportunity to comment on proposed, 
revised, and continuing collections of 
information. This helps the Department 
assess the impact of its information 
collection requirements and minimize 
the public’s reporting burden. It also 
helps the public understand the 
Department’s information collection 
requirements and provide the requested 
data in the desired format. ED is 
soliciting comments on the proposed 
information collection request (ICR) that 
is described below. The Department of 
Education is especially interested in 
public comment addressing the 
following issues: (1) Is this collection 
necessary to the proper functions of the 
Department; (2) will this information be 
processed and used in a timely manner; 
(3) is the estimate of burden accurate; 
(4) how might the Department enhance 
the quality, utility, and clarity of the 
information to be collected; and (5) how 
might the Department minimize the 





burden of this collection on the 
respondents, including through the use 
of information technology. Please note 
that written comments received in 
response to this notice will be 
considered public records. 

Title of Collection: Corrective Action 
Plan (CAP). 

OMB Control Number: 1820-0694. 

Type of Review: An extension of an 
existing information collection. 

Respondents/Affected Public: State, 
Local, or Tribal Governments. 

Total Estimated Number of Annual 
Responses: 60. 

Total Estimated Number of Annual 
Burden Hours: 975. 

Abstract: This data collection 
provides instructions and forms 
necessary for States to report the 
number of written, signed complaints; 
mediation requests; and hearing 
requests and the status of these actions 
with regards to children served under 
Part C of Individuals with Disabilities 
Education Act (IDEA) initiated during 
the reporting year. The form satisfies 
reporting requirements and is used by 
OSEP to monitor SEAs and for 
Congressional reporting. 


Dated: November 5, 2014. 
Tomakie Washington, 
Acting Director, Information Collection 
Clearance Division, Privacy, Information and 
Records Management Services, Office of 
Management. 
[FR Doc. 2014—26650 Filed 11—7—14; 8:45 am] 
BILLING CODE 4000-01-P 


DEPARTMENT OF EDUCATION 
[Docket No.: ED-2014-ICCD-0128] 


Agency Information Collection 
Activities; Submission to the Office of 
Management and Budget for Review 
and Approval; Comment Request; 
Federal Family Educational Loan 
Program (FFEL)—Administrative 
Requirements for State, Not-For-Profit 
Lenders, and Eligible Lender Trustees 


AGENCY: Federal Student Aid (FSA), 
Department of Education (ED). 


ACTION: Notice. 





SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S.C. chapter 3501 et seq.), ED is 
proposing an extension of an existing 
information collection. 

DATES: Interested persons are invited to 
submit comments on or before 
December 10, 2014. 

ADDRESSES: Comments submitted in 
response to this notice should be 
submitted electronically through the 
Federal eRulemaking Portal at http:// 
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www.regulations.gov by selecting 
Docket ID number ED-2014-ICCD-0128 
or via postal mail, commercial delivery, 
or hand delivery. If the regulations.gov 
site is not available to the public for any 
reason, ED will temporarily accept 
comments at ICDocketMgr@ed.gov. 
Please note that comments submitted by 
fax or email and those submitted after 
the comment period will not be 
accepted; ED will ONLY accept 
comments during the comment period 
in this mailbox when the regulations.gov 
site is not available. Written requests for 
information or comments submitted by 
postal mail or delivery should be 
addressed to the Director of the 
Information Collection Clearance 
Division, U.S. Department of Education, 
400 Maryland Avenue SW., LB), 
Mailstop L-OM—2-2E319, Room 2E115, 
Washington, DC 20202. 

FOR FURTHER INFORMATION CONTACT: For 
specific questions related to collection 
activities, please contact Beth 
Grebeldinger, 202-377-4018. 
SUPPLEMENTARY INFORMATION: The 
Department of Education (ED), in 
accordance with the Paperwork 
Reduction Act of 1995 (PRA) (44 U.S.C. 
3506(c)(2)(A)), provides the general 
public and Federal agencies with an 
opportunity to comment on proposed, 
revised, and continuing collections of 
information. This helps the Department 
assess the impact of its information 
collection requirements and minimize 
the public’s reporting burden. It also 
helps the public understand the 
Department’s information collection 
requirements and provide the requested 
data in the desired format. ED is 
soliciting comments on the proposed 
information collection request (ICR) that 
is described below. The Department of 
Education is especially interested in 
public comment addressing the 
following issues: (1) Is this collection 
necessary to the proper functions of the 
Department; (2) will this information be 
processed and used in a timely manner; 
(3) is the estimate of burden accurate; 
(4) how might the Department enhance 
the quality, utility, and clarity of the 
information to be collected; and (5) how 
might the Department minimize the 
burden of this collection on the 
respondents, including through the use 
of information technology. Please note 
that written comments received in 
response to this notice will be 
considered public records. 

Title of Collection: Federal Family 
Educational Loan Program (FFEL)— 
Administrative Requirements for States, 
Not-For-Profit Lenders, and Eligible 
Lender Trustees. 

OMB Control Number: 1845-0085. 





Type of Review: An extension of an 
existing information collection. 


Respondents/Affected Public: Private 
Sector, State, Local and Tribal 
Governments. 


Total Estimated Number of Annual 
Responses: 69. 


Total Estimated Number of Annual 
Burden Hours: 69. 


Abstract: The regulations in 34 CFR 
682.302(f) assures the Secretary that the 
integrity of the program is protected 
from fraud and misuse of the program 
funds. These regulations require a State, 
non-profit entity, or eligible lender 
trustee to provide to the Secretary a 
certification on the State or non-profit 
entity’s letterhead signed by the State or 
non-profit’s Chief Executive Officer 
which states the basis upon which the 
entity qualifies as a State or non-profit 
entity. The submission must include 
documentation establishing the entity’s 
State or non-profit status. In addition, 
the submission must include the name 
and lender identification number for 
which the eligible not-for profit 
designation is being certified. Once an 
entity has been approved as an eligible 
not-for-profit holder, the entity must 
provide to the Secretary an annual 
certification on the State or no-profit 
entity’s letterhead signed by the CEO, 
which includes the name and lender 
identification number(s) of the entities 
for which designation is being re- 
certified. The annual certification must 
state that the State or non-profit entity 
has not altered its status as a State or 
non-profit entity since its prior 
certification to the Secretary and that it 
continues to satisfy the requirements of 
an eligible not-for-profit holder either in 
its own right or through a trust 
agreement with an eligible lender 
trustee. Further, when an approved not- 
for-profit holder has a change in status, 
within 10 days of becoming aware of the 
occurrence of a change that may result 
in a State or non-profit entity that has 
been designated an eligible not-for- 
profit holder, either directly or through 
an eligible lender trustee, losing that 
eligibility, the State or non-profit entity 
must submit details of the change to the 
Secretary. 

Dated: November 5, 2014. 

Tomakie Washington, 

Acting Director, Information Collection 
Clearance Division, Privacy, Information and 
Records Management Services, Office of 
Management. 

[FR Doc. 2014-26651 Filed 11—7-14; 8:45 am] 
BILLING CODE 4000-01-P 


DEPARTMENT OF EDUCATION 
[Docket No.: ED-2014-ICCD-0146] 


Agency Information Collection 
Activities; Comment Request; State 
Plan To Ensure Equitable Access to 
Excellent Educators; Frequently Asked 
Questions 


AGENCY: Office of Elementary and 
Secondary Education (OESE), 
Department of Education (ED). 
ACTION: Notice. 


SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S.C. chapter 3501 et seq.), ED is 
proposing a new information collection. 
DATES: Interested persons are invited to 
submit comments on or before January 
9, 2015. 

ADDRESSES: Comments submitted in 
response to this notice should be 
submitted electronically through the 
Federal eRulemaking Portal at http:// 
www.regulations.gov by selecting 
Docket ID number ED—2014—ICCD-0146 
or via postal mail, commercial delivery, 
or hand delivery. If the regulations.gov 
site is not available to the public for any 
reason, ED will temporarily accept 
comments at JCDocketMgr@ed.gov. 
Please note that comments submitted by 
fax or email and those submitted after 
the comment period will not be 
accepted; ED will ONLY accept 
comments during the comment period 
in this mailbox when the regulations.gov 
site is not available. Written requests for 
information or comments submitted by 
postal mail or delivery should be 
addressed to the Director of the 
Information Collection Clearance 
Division, U.S. Department of Education, 
400 Maryland Avenue SW., LBJ, 
Mailstop L-OM-2-2E319, Room 2E115, 
Washington, DC 20202. 

FOR FURTHER INFORMATION CONTACT: For 
specific questions related to collection 
activities, please contact Danielle Smith, 
(202) 453-5546. 

SUPPLEMENTARY INFORMATION: The 
Department of Education (ED), in 
accordance with the Paperwork 
Reduction Act of 1995 (PRA) (44 U.S.C. 
3506(c)(2)(A)), provides the general 
public and Federal agencies with an 
opportunity to comment on proposed, 
revised, and continuing collections of 
information. This helps the Department 
assess the impact of its information 
collection requirements and minimize 
the public’s reporting burden. It also 
helps the public understand the 
Department’s information collection 
requirements and provide the requested 
data in the desired format. ED is 
soliciting comments on the proposed 
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information collection request (ICR) that 
is described below. The Department of 
Education is especially interested in 
public comment addressing the 
following issues: (1) Is this collection 
necessary to the proper functions of the 
Department; (2) will this information be 
processed and used in a timely manner; 
(3) is the estimate of burden accurate; 
(4) how might the Department enhance 
the quality, utility, and clarity of the 
information to be collected; and (5) how 
might the Department minimize the 
burden of this collection on the 
respondents, including through the use 
of information technology. Please note 
that written comments received in 
response to this notice will be 
considered public records. 

Title of Collection: State Plan to 
Ensure Equitable Access to Excellent 
Educators; Frequently Asked Questions. 

OMB Control Number: 1810—NEW. 

Type of Review: A new information 
collection. 

Respondents/Affected Public: State, 
Local or Tribal Government. 

Total Estimated Number of Annual 
Responses: 52. 

Total Estimated Number of Annual 
Burden Hours: 116. 

Abstract: In order to move America 
toward the goal of ensuring that every 
student in every public school has 
equitable access to excellent educators, 
Secretary Duncan announced in July 
2014 that the U.S. Department of 
Education (Department) would ask each 
State educational agency (SEA) to 
submit a plan describing the steps it 
will take to ensure that “poor and 
minority children are not taught at 
higher rates than other children by 
inexperienced, unqualified, or out-of- 
field teachers,” as required by section 
1111(b)(8)(C) of the Elementary and 
Secondary Education Act of 1965 
(ESEA) (hereinafter we use the term 
State Plan to mean only State Plans to 
Ensure Equitable Access to Excellent 
Educators.). Title I, Part A of the ESEA 
also requires a State educational agency 
(SEA) that receives a Title I, Part A grant 
to submit to the Secretary a plan, 
developed by the SEA, in consultation 
with local educational agencies, 
teachers, principals, pupil services 
personnel, administrators, other staff, 
and parents (ESEA section 1111(a)(1)). 
ED has developed the document titled 
State Plans to Ensure Equitable Access 
to Excellent Educators—Frequently 
Asked Questions to assist SEAs with 
submitting their State Plans, which 
includes information collection 
activities covered by the Paperwork 
Reduction Act. The information 
collection activities consist of the 


information an SEA must develop and 
submit to ED in their State Plans. 


Dated: November 3, 2014. 
Tomakie Washington, 
Acting Director, Information Collection 
Clearance Division, Privacy, Information and 
Records Management Services, Office of 
Management. 
[FR Doc. 2014-26456 Filed 11—7-14; 8:45 am] 


BILLING CODE 4000-01-P 





DEPARTMENT OF ENERGY 
[FE Docket No. 14—88-LNG] 


Venture Global LNG, LLC; Application 
for Long-Term Authorization To Export 
Liquefied Natural Gas Produced From 
Domestic Natural Gas Resources to 
Non-Free Trade Agreement Countries 
for a 25-Year Period 


AGENCY: Office of Fossil Energy, DOE. 
ACTION: Notice of application. 





SUMMARY: The Office of Fossil Energy 
(FE) of the Department of Energy (DOE) 
gives notice of receipt of an application 
(Application), filed on May 13, 2014, by 
Venture Global LNG, LLC (Venture 
Global), requesting long-term, multi- 
contract authorization to export 
domestically produced liquefied natural 
gas (LNG) in a volume up to 5 million 
metric tons per year (mtpa), which is 
equivalent to approximately 243.6 
billion cubic feet (Bcf) per year of 
natural gas, or 0.67 Bcf per day. Venture 
Global seeks authorization to export the 
LNG by vessel from its proposed LNG 
terminal to be constructed along the 
Calcasieu Ship Channel in Cameron 
Parish, Louisiana. Venture Global 
requests authorization to export this 
LNG for a 25-year term commencing on 
the earlier of the date of first export or 
seven years from the date the 
authorization is granted. 

In the portion of Venture Global’s 
Application subject to this Notice, 
Venture Global requests authorization to 
export LNG to any country with which 
the United States does not have a free 
trade agreement (FTA) requiring 
national treatment for trade in natural 
gas (non-FTA countries), and with 
which trade is not prohibited by U.S. 
law or policy. Venture Global requests 
this authorization on its own behalf and 
as agent for other entities who hold title 
to the LNG at the time of export. The 
Application was filed under section 3(a) 
of the Natural Gas Act (NGA). 
Additional details can be found in 
Venture Global’s Application, posted on 
the DOE/FE Web site at: http:// 
energy.gov/fe/downloads/venture- 
global-Ing-llc-14-88-Ing. Protests, 


motions to intervene, notices of 
intervention, and written comments are 
invited. 

DATES: Protests, motions to intervene or 
notices of intervention, as applicable, 
requests for additional procedures, and 
written comments are to be filed using 
procedures detailed in the Public 
Comment Procedures section no later 
than 4:30 p.m., Eastern time, January 9, 
2015. 

ADDRESSES: 

Electronic Filing by Email: fergas@ 
hq.doe.gov. 

Regular Mail: U.S. Department of 
Energy (FE-34), Office of Oil and Gas 
Global Security and Supply, Office of 
Fossil Energy, P.O. Box 44375, 
Washington, DC 20026-4375. 

Hand Delivery or Private Delivery 
Services (e.g., FedEx, UPS, etc.): U.S. 
Department of Energy (FE-34), Office of 
Oil and Gas Global Security and Supply, 
Office of Fossil Energy, Forrestal 
Building, Room 3E-042, 1000 
Independence Avenue SW., 
Washington, DC 20585. 

FOR FURTHER INFORMATION CONTACT: 
Larine Moore or Marc Talbert, U.S. 
Department of Energy (FE—34) Office of 

Oil and Gas Global Security, and 
Supply, Office of Fossil Energy, 
Forrestal Building, Room 3E—042, 1000 
Independence Avenue SW., 
Washington, DC 20585, (202) 586-9478; 
(202) 586-7991. 

Cassandra Bernstein, U.S. Department 
of Energy (GC-—76) Office of the 
Assistant General Counsel for Electricity 
and Fossil Energy, Forrestal Building, 
1000 Independence Ave. SW., 
Washington, DC 20585, (202) 586-9793. 


DOE/FE Evaluation 


The Application will be reviewed 
pursuant to section 3(a) of the NGA, 15 
U.S.C. 717b(a), and DOE will consider 
any issues required by law or policy. To 
the extent determined to be relevant, 
these issues will include the domestic 
need for the natural gas proposed to be 
exported, the adequacy of domestic 
natural gas supply, U.S. energy security, 
and the cumulative impact of the 
requested authorization and any other 
LNG export application(s) previously 
approved on domestic natural gas 
supply and demand fundamentals. DOE 
may also consider other factors bearing 
on the public interest, including the 
impact of the proposed exports on the 
U.S. economy (including GDP, 
consumers, and industry), job creation, 
the U.S. balance of trade, and 
international considerations; and 
whether the authorization is consistent 
with DOE’s policy of promoting 
competition in the marketplace by 
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allowing commercial parties to freely 
negotiate their own trade arrangements. 
Parties that may oppose this 
Application should address these issues 
in their comments and/or protests, as 
well as other issues deemed relevant to 
the Application. 

The National Environmental Policy 
Act (NEPA), 42 U.S.C. 4321 et seq., 
requires DOE to give appropriate 
consideration to the environmental 
effects of its decisions. No final decision 
will be issued in this proceeding until 
DOE has met its environmental 
responsibilities. 


Public Comment Procedures 


In response to this Notice, any person 
may file a protest, comments, or a 
motion to intervene or notice of 
intervention, as applicable. Due to the 
complexity of the issues raised by the 
Applicant, interested persons will be 
provided 60 days from the date of 
publication of this Notice in which to 
submit their comments, protests, 
motions to intervene, or notices of 
intervention. 

Any person wishing to become a party 
to the proceeding must file a motion to 
intervene or notice of intervention. The 
filing of comments or a protest with 
respect to the Application will not serve 
to make the commenter or protestant a 
party to the proceeding, although 
protests and comments received from 
persons who are not parties will be 
considered in determining the 
appropriate action to be taken on the 
Application. All protests, comments, 
motions to intervene, or notices of 
intervention must meet the 
requirements specified by the 
regulations in 10 CFR Part 590. 

Filings may be submitted using one of 
the following methods: (1) Emailing the 
filing to fergas@hq.doe.gov, with FE 
Docket No. 14—88-LNG in the title line; 
(2) mailing an original and three paper 
copies of the filing to the Office of Oil 
and Gas Global Security and Supply at 
the address listed in ADDRESSES; or (3) 
hand delivering an original and three 
paper copies of the filing to the Office 
of Oil and Gas Global Supply at the 
address listed in ADDRESSES. All filings 
must include a reference to FE Docket 
No. 14—88-LNG. 


Please Note: If submitting a filing via 
email, please include all related documents 
and attachments (e.g., exhibits) in the 
original email correspondence. Please do not 
include any active hyperlinks or password 
protection in any of the documents or 
attachments related to the filing. All 
electronic filings submitted to DOE must 
follow these guidelines to ensure that al] 
documents are filed in a timely manner. Any 
hardcopy filing submitted greater in length 


than 50 pages must also include, at the time 
of the filing, a digital copy on disk of the 
entire submission. 

A decisional record on the 
Application will be developed through 
responses to this notice by parties, 
including the parties’ written comments 
and replies thereto. Additional 
procedures will be used as necessary to 
achieve a complete understanding of the 
facts and issues. If an additional 
procedure is scheduled, notice will be 
provided to all parties. If no party 
requests additional procedures, a final 
Opinion and Order may be issued based 
on the official record, including the 
Application and responses filed by 
parties pursuant to this notice, in 
accordance with 10 CFR 590.316. 

The Application is available for 
inspection and copying in the Division 
of Natural Gas Regulatory Activities 
docket room, Room 3E-—042, 1000 
Independence Avenue SW., 
Washington, DC 20585. The docket 
room is open between the hours of 8:00 
a.m. and 4:30 p.m., Monday through 
Friday, except Federal holidays. The 
Application and any filed protests, 
motions to intervene or notice of 
interventions, and comments will also 
be available electronically by going to 
the following DOE/FE Web address: 
http://www.fe.doe.gov/programs/ 
gasregulation/index.html. 

Issued in Washington, DC, on November 4, 
2014. 

John A. Anderson, 

Director, Division of Natural Gas Regulatory 
Activities, Office of Oil and Gas Global 
Security and Supply, Office of Oil and 
Natural Gas. 

[FR Doc. 2014-26634 Filed 11-—7-14; 8:45 am] 
BILLING CODE 6450-01-P 





DEPARTMENT OF ENERGY 
[FE Docket No. 13-160-LNG] 


Texas LNG LLC; Application for Long- 
Term Authorization To Export 
Liquefied Natural Gas Produced From 
Domestic Natural Gas Resources to 
Non-Free Trade Agreement Countries 
for a 25-Year Period 


AGENCY: Office of Fossil Energy, DOE. 
ACTION: Notice of application. 





SUMMARY: The Office of Fossil Energy 
(FE) of the Department of Energy (DOE) 
gives notice of receipt of an application 
(Application), filed on December 31, 
2013, by Texas LNG LLC (Texas LNG), 
requesting long-term, multi-contract 
authorization to export domestically 
produced liquefied natural gas (LNG) in 
a volume up to 2 million metric tons per 
year (mtpa), which is equivalent to 


approximately 100 billion cubic feet per 
year (Bcf/yr) of natural gas, or 0.275 Bcf 
per day (Bcf/d). Texas LNG seeks 
authorization to export the LNG by 
vessel from its proposed LNG terminal 
to be constructed at the Port of 
Brownsville, in Brownsville, Texas. 
Texas LNG requests authorization to 
export this LNG for a 25-year term 
commencing on the earlier of the date 
of first export or 10 years from the date 
the authorization is granted. 

In the portion of Texas LNG’s 
Application subject to this Notice, Texas 
LNG requests authorization to export 
LNG to any country with which the 
United States does not have a free trade 
agreement (FTA) requiring national 
treatment for trade in natural gas (non- 
FTA countries), and with which trade is 
not prohibited by U.S. law or policy. 
Texas LNG requests this authorization 
on its own behalf and as agent for other 
entities who hold title to the LNG at the 
time of export. The Application was 
filed under section 3(a) of the Natural 
Gas Act (NGA). Additional details can 
be found in Texas LNG’s Application, 
posted on the DOE/FE Web site at: 
http://www. fossil.energy.gov/programs/ 
gasregulation/authorizations/2013_ 
applications/Texas_LNG_LLC_-_Dk._ 
No._13-160-LNG.html. Protests, 
motions to intervene, notices of 
intervention, and written comments are 
invited. 

DATES: Protests, motions to intervene or 
notices of intervention, as applicable, 
requests for additional procedures, and 
written comments are to be filed using 
procedures detailed in the Public 
Comment Procedures section no later 
than 4:30 p.m., Eastern time, January 9, 
2015. 


ADDRESSES: 

Electronic Filing by email: fergas@ 
hq.doe.gov 

Regular Mail: U.S. Department of 
Energy (FE-34); Office of Oil and Gas 
Global Security and Supply; Office of 
Fossil Energy; P.O. Box 44375; 
Washington, DC 20026-4375. 

Hand Delivery or Private Delivery 
Services (e.g., FedEx, UPS, etc.): U.S. 
Department of Energy (FE-34); Office of 
Oil and Gas Global Security and Supply; 
Office of Fossil Energy; Forrestal 
Building, Room 3E—042; 1000 
Independence Avenue SW.; 
Washington, DC 20585. 

FOR FURTHER INFORMATION CONTACT: 

Larine Moore or Marc Talbert; U.S. 
Department of Energy (FE-34) Office of 
Oil and Gas Global Security and Supply; 
Office of Fossil Energy; Forrestal 
Building, Room 3E-—042; 1000 
Independence Avenue SW.; 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/ Notices 


66709 








Washington, DC 20585; (202) 586-9478; 
(202) 586-7991. 

Cassandra Bernstein; U.S. Department 
of Energy (GC-—76) Office of the 
Assistant General Counsel for Electricity 
and Fossil Energy; Forrestal Building; 
1000 Independence Ave. SW.; 
Washington, DC 20585; (202) 586-9793. 


DOE/FE Evaluation 


The Application will be reviewed 
pursuant to section 3(a) of the NGA, 15 
U.S.C. § 717b(a), and DOE will consider 
any issues required by law or policy. To 
the extent determined to be relevant, 
these issues will include the domestic 
need for the natural gas proposed to be 
exported, the adequacy of domestic 
natural gas supply, U.S. energy security, 
and the cumulative impact of the 
requested authorization and any other 
LNG export application(s) previously 
approved on domestic natural gas 
supply and demand fundamentals. DOE 
may also consider other factors bearing 
on the public interest, including the 
impact of the proposed exports on the 
U.S. economy (including GDP, 
consumers, and industry), job creation, 
the U.S. balance of trade, and 
international considerations; and 
whether the authorization is consistent 
with DOE’s policy of promoting 
competition in the marketplace by 
allowing commercial parties to freely 
negotiate their own trade arrangements. 
Parties that may oppose this 
Application should address these issues 
in their comments and/or protests, as 
well as other issues deemed relevant to 
the Application. 

The National Environmental Policy 
Act (NEPA), 42 U.S.C. § 4321 et seq., 
requires DOE to give appropriate 
consideration to the environmental 
effects of its decisions. No final decision 
will be issued in this proceeding until 
DOE has met its environmental 
responsibilities. 


Public Comment Procedures 


In response to this Notice, any person 
may file a protest, comments, or a 
motion to intervene or notice of 
intervention, as applicable. Due to the 
complexity of the issues raised by the 
Applicant, interested persons will be 
provided 60 days from the date of 
publication of this Notice in which to 
submit their comments, protests, 
motions to intervene, or notices of 
intervention. 

Any person wishing to become a party 
to the proceeding must file a motion to 
intervene or notice of intervention. The 
filing of comments or a protest with 
respect to the Application will not serve 
to make the commenter or protestant a 
party to the proceeding, although 


protests and comments received from 
persons who are not parties will be 
considered in determining the 
appropriate action to be taken on the 
Application. All protests, comments, 
motions to intervene, or notices of 
intervention must meet the 
requirements specified by the 
regulations in 10 CFR Part 590. 

Filings may be submitted using one of 
the following methods: (1) emailing the 
filing to fergas@hq.doe.gov, with FE 
Docket No. 13—160-LNG in the title 
line; (2) mailing an original and three 
paper copies of the filing to the Office 
of Oil and Gas Global Security and 
Supply at the address listed in 
ADDRESSES; or (3) hand delivering an 
original and three paper copies of the 
filing to the Office of Oil and Gas Global 
Supply at the address listed in 
ADDRESSES. All filings must include a 
reference to FE Docket No. 13—160- 
LNG. PLEASE NOTE: If submitting a 
filing via email, please include all 
related documents and attachments 
(e.g., exhibits) in the original email 
correspondence. Please do not include 
any active hyperlinks or password 
protection in any of the documents or 
attachments related to the filing. All 
electronic filings submitted to DOE 
must follow these guidelines to ensure 
that all documents are filed in a timely 
manner. Any hardcopy filing submitted 
greater in length than 50 pages must 
also include, at the time of the filing, a 
digital copy on disk of the entire 
submission. 

A decisional record on the 
Application will be developed through 
responses to this notice by parties, 
including the parties’ written comments 
and replies thereto. Additional 
procedures will be used as necessary to 
achieve a complete understanding of the 
facts and issues. If an additional 
procedure is scheduled, notice will be 
provided to all parties. If no party 
requests additional procedures, a final 
Opinion and Order may be issued based 
on the official record, including the 
Application and responses filed by 
parties pursuant to this notice, in 
accordance with 10 CFR § 590.316. 

The Application is available for 
inspection and copying in the Division 
of Natural Gas Regulatory Activities 
docket room, Room 3E-—042, 1000 
Independence Avenue SW., 
Washington, DC 20585. The docket 
room is open between the hours of 8:00 
a.m. and 4:30 p.m., Monday through 
Friday, except Federal holidays. The 
Application and any filed protests, 
motions to intervene or notice of 
interventions, and comments will also 
be available electronically by going to 
the following DOE/FE Web address: 





http://www. fe.doe.gov/programs/ 
gasregulation/index.html. 


Issued in Washington, DC, on November 4, 
2014. 
John A. Anderson 
Director, Division of Natural Gas Regulatory 
Activities, Office of Oil and Gas Global 
Security and Supply, Office of Oil and 
Natural Gas. 
[FR Doc. 2014—26635 Filed 11—7-14; 8:45 am] 
BILLING CODE 6450-01-P 


DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


Combined Notice of Filings #1 


Take notice that the Commission 
received the following exempt 
wholesale generator filings: 

Docket Numbers: EG15—8-—000. 

Applicants: Duke Energy Miami Fort, 
LLC. 

Description: Notice of Self- 
Recertification Of Exempt Wholesale 
Generator Status of Duke Energy Miami 
Fort, LLC. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5196. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: EG15—9—000. 

Applicants: Duke Energy Zimmer, 
LLC. 

Description: Notice of Self- 
Recertification Of Exempt Wholesale 
Generator Status of Duke Energy 
Zimmer, LLC. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5197. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: EG15—10-000. 

Applicants: NRG Energy, Inc. 

Description: Notice of Self- 
Certification of Exempt Wholesale 
Generator Status of Spanish Town 
Estate Solar 1 LLC. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5153. 

Comments Due: 5 p.m. ET 11/21/14. 

Take notice that the Commission 
received the following electric rate 
filings: 

Docket Numbers: ER10-1325-004; 
ER12-—1946—004; ER10—2566-—006; 
ER11—2080—004; ER10—1333-004; 
ER13—2387-—002; ER12—1958-—004; 
ER13—2322-—002; ER10-—1335-—004. 

Applicants: CinCap V LLC, Duke 
Energy Beckjord, LLC, Duke Energy 
Carolinas, LLC, Duke Energy 
Commercial Asset Management, Inc., 
Duke Energy Commercial Enterprises, 
Inc., Duke Energy Florida, Inc., Duke 
Energy Piketon, LLC, Duke Energy 
Progress, Inc., Duke Energy Retail Sales, 
LLC. 
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Description: Notice of Change in 
Status of Duke Energy Southeast MBR 
Sellers. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5172. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER10-—2719-019; 
ER10-—2718-—019; ER10—2633-017; 
ER10—2570-016; ER10—2717-017; 
ER10-—3140—016; ER13—55—-007; ER12- 
911-008. 

Applicants: East Coast Power Linden 
Holding, L.L.C., Cogen Technologies 
Linden Venture, L.P., Birchwood Power 
Partners, L.P., Shady Hills Power 
Company, L.L.C., EFS Parlin Holdings, 
LLC, Inland Empire Energy Center, LLC, 
Homer City Generation, L.P., CPV 
Sentinel, LLC. 

Description: Notice of Non-Material 
Change in Status of the GE Companies. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5080. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER11-4363-004. 

Applicants: Osage Wind, LLC. 

Description: Notice of Non-Material 
Change in Status of Osage Wind, LLC. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5214. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER12—348-002. 

Applicants: Mercuria Energy America, 
Inc., Danskammer Energy, LLC, J.P. 
Morgan Commodities Canada 
Corporation. 

Description: Compliance filing per 35: 
Revised MBR Tariff to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5101. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER13-1079-001. 

Applicants: J.P. Morgan Commodities 
Canada Corporation. 

Description: Compliance filing per 35: 
Notice of Succession to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5071. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—252-000. 

Applicants: Southern California 
Edison Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): LGIA with SGS Antelope 
Valley Development, LLC to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5001, 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—253-000. 

Applicants: Puget Sound Energy, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2) (iii): Blaine NITSA SA No 
491 Amendment 2 to be effective 10/1/ 
2014. 


Filed Date: 10/31/14. 

Accession Number: 20141031-—5006. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—254-000, 

Applicants: Midcontinent 
Independent System Operator, Inc. 

Description: Midwest Independent 
Transmission System Operator, Inc. 
submits Notice of Termination of 
Generator Interconnection Agreement 
No. 2243 for Project H062. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5238, 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—255-000. 

Applicants: Duke Energy Beckjord 
Storage, LLC. 

Description: Baseline eTariff Filing 
per 35.1: Duke Energy Beckjord Storage 
MBR Application to be effective 12/10/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5042. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—256-000. 

Applicants: Northern States Power 
Company, a Minnesota corporation. 

Description: Notice of Cancellation of 
Municipal Interconnection and 
Interchange Agreements of Northern 
States Power Company, a Minnesota 
corporation. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5252, 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—257-000. 

Applicants: ISO New England Inc., 
New England Power Pool Participants 
Committee. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): MR1 Chges to Integrate 
Price-Resp. Demand into Res. Mkts. to 
be effective 1/12/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5079. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—258-000. 

Applicants: DATC Path 15, LLC. 

Description: Compliance filing per 35: 
Revised Appendix | 2015 to be effective 
1/1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5085. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—259-000. 

Applicants: Southern California 
Edison Company. 

Description: § 205(d) rate filing per 
35.13(a)(1): 2015 TRBAA Update Filing 
to be effective 1/1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5091. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—260-000. 

Applicants: NSTAR Electric 
Company. 

Description: Initial rate filing per 
35.12 HQUS Transfer Agreement (2015- 
2017) to be effective 1/1/2015. 





Filed Date: 10/31/14. 

Accession Number: 20141031—5094. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—261-—000. 

Applicants: Puget Sound Energy, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Tanner NITSA SA No. 
543 Amendment 1 to be effective 10/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5097. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—262-000. 

Applicants: Puget Sound Energy, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Sumas NITSA SA No 
626 Amendment No 1 to be effective 
10/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5100. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—263-—000. 

Applicants: Puget Sound Energy, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Kittitas NITSA SA No 
506 Amendment 1 to be effective 10/1/ 
2010. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5102. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15-—264-000. 

Applicants: Florida Power & Light 
Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): FPL and GTC NITSA 
and NOA Service Agreement No. 332 to 
be effective 1/1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5103. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—265-—000. 

Applicants: El Paso Electric Company. 

Description: Compliance filing per 35: 
OATT Order No. 676—H Compliance 
Filing to be effective 2/2/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5105. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—266-000. 

Applicants: Public Service Company 
of Colorado. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-31 PSCo 
Losses Update Filing to be effective 
1/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5 106. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—267-000. 

Applicants: Georgia Power Company. 

Description: Notice of Cancellation of 
Interchange Contract of Georgia Power 
Company. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5124. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—268-—000. 
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Applicants: Rising Tree Wind Farm 
LLC. 

Description: Initial rate filing per 
35.12 Co-Tenancy Agreement to be 
effective 12/5/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5139. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—269-000. 

Applicants: Northern States Power 
Company, a Minnesota corporation. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-31 NSP—ADA, 
FAX, KSTA, SAUK—NOC to be effective 
12/31/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5140. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—270-000. 

Applicants: Rising Tree Wind Farm II 
LLC. 

Description: Initial rate filing per 
35.12 Co-Tenancy Agreement to be 
effective 12/5/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5143. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—271-000. 

Applicants: Rising Tree Wind Farm III 
LLC. 

Description: Initial rate filing per 
35.12 Co-Tenancy Agreement to be 
effective 12/5/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5147. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—272-000. 

Applicants: Nevada Power Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Rate Schedule Nos. 95_ 
96 Navajo Project C-Tenancy_ 
West.Trans.Ops.Agmt Amendments to 
be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5149. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—273-000. 

Applicants: Arizona Public Service 
Company. 

Description: Tariff Withdrawal per 
35.15: Notice of Cancellation of Service 
Agreement No. 329 with City of Azusa 
to be effective 12/31/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5161. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—274-000. 

Applicants: Dynegy Oakland, LLC. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Annual RMR Section 
205 Filing and RMR Schedule F 
Informational Filing to be effective 1/1/ 
2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5182. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—275—000. 


Applicants: PJM Interconnection, 
L.L.C. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Second Revised Service 
Agreement No. 2554; Queue Z1—087 to 
be effective 10/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5190. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—276-000. 

Applicants: Midcontinent 
Independent System Operator, Inc., 
MidAmerican Energy Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-31 SA 2701 
MidAmerican-RPGI WDS Agreement to 
be effective 1/1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5195. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—277-000. 

Applicants: Midcontinent 
Independent System Operator, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-31 Rochester 
Public Utilities Filing to be effective 1/ 
1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5200. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—278-000. 

Applicants: New England Power Pool 
Participants Committee. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): November 2014 
Membership Filing to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5204. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—279-000. 

Applicants: Southwest Power Pool, 
Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Central Nebraska Public 
Power and Irrigation District Stated Rate 
to be effective 1/1/2015. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5206. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—280-000. 

Applicants: Maine Electric Power 
Company, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Second Engineering & 
Procurement Agreement with Number 
Nine Wind Farm LLC to be effective 10/ 
31/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5207. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—281-000. 

Applicants: Duke Energy Indiana, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(1): DEI- Hoosier Energy 
Amended Facilities Agreement to be 
effective 1/1/2015. 


Filed Date: 10/31/14. 
Accession Number: 20141031-5216. 
Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—282-000. 

Applicants: Morgan Stanley Capital 
Group, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Revised Market Based 
Rate Tariff to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5225. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ER15—283-000. 

Applicants: MS Solar Solutions Corp. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Revised MBR Tariff to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5226. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—284-—000. 

Applicants: Naniwa Energy, LLC. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Revised MBR Tariff to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5228. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ER15—285-000. 

Applicants: Power Contract Financing 
II, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Revised MBR Tariff to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5229. 

Comments Due: 5 p.m. ET 11/2. 

Take notice that the Commission 
received the following electric securities 
filings: 

Docket Numbers: ES15—2-000. 

Applicants: National Grid USA, 
Nantucket Electric Company, The 
Narragansett Electric Company, New 
England Power Company, Niagara 
Mohawk Power Corporation, New 
England Hydro-Transmission Electric 
Company, National Grid Generation 


Description: Application of National 
Grid USA, on behalf of Nantucket 
Electric Company, et. al., for Authority 
to Issue Securities. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5160. 

Comments Due: 5 p.m. ET 11/21/14. 

Docket Numbers: ES15—3-000. 

Applicants: Xcel Energy Southwest 
Transmission Company, LLC. 

Description: Application under 
Section 204 of the Federal Power Act of 
Xcel Energy Southwest Transmission 
Company, LLC. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5205. 

Comments Due: 5 p.m. ET 11/21/14. 


Docket Numbers: ES15—4—000. 
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Applicants: Xcel Energy Transmission 
Development Company, LLC. 

Description: Application under 
Section 204 of the Federal Power Act of 
Xcel Energy Transmission Development 
Company, LLC. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5217. 

Comments Due: 5 p.m. ET 11/21/14. 


Take notice that the Commission 
received the following land acquisition 
reports: 

Docket Numbers: LA14—3-000. 

Applicants: Alabama Power 
Company, Georgia Power Company, 
Gulf Power Company, Mississippi 
Power Company, Southern Power 
Company. 

Description: Quarterly Land 
Acquisition Report of the Southern 
Companies. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5171. 

Comments Due: 5 p.m. ET 11/21/14. 


Take notice that the Commission 
received the following public utility 
holding company filings: 

Docket Numbers: PH15—4—000. 

Applicants: The Goldman Sachs 
Group, Inc. 

Description: The Goldman Sachs 
Group, Inc. submits FERC 65—B Waiver 
Notification of Material Change in Facts. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5129. 

Comments Due: 5 p.m. ET 11/21/14. 

Take notice that the Commission 
received the following PURPA 
210(m)(3) filings: 

Docket Numbers: QM15-1-000. 

Applicants: Virginia Electric and 
Power Company. 

Description: Application to Terminate 
Purchase Obligation of Virginia Electric 
and Power Company. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5159. 

Comments Due: 5 p.m. ET 11/28/14. 


The filings are accessible in the 
Commission’s eLibrary system by 
clicking on the links or querying the 
docket number. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR 385.211 and 
385.214) on or before 5:00 p.m. Eastern 
time on the specified comment date. 
Protests may be considered, but 
intervention is necessary to become a 
party to the proceeding. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 


docs-filing/efiling/filing-req.pdf. For 
other information, call (866) 208-3676 
(toll free). For TTY, call (202) 502-8659. 


Dated: October 31, 2014. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2014-26568 Filed 11-7-14; 8:45 am] 
BILLING CODE 6717-01-P 


DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


Combined Notice of Filings 


Take notice that the Commission has 
received the following Natural Gas 
Pipeline Rate and Refund Report filings: 


Filings Instituting Proceedings 


Docket Numbers: RP15-—74-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.403: PCB TETLP DEC 2014 FILING 
to be effective 12/1/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5001. 

Comments Due: 5 p.m. ET 11/10/14. 

Docket Numbers: RP15—75-000. 

Applicants: Trunkline Gas Company, 
LLC. 

Description: Compliance filing per 
154.203: Annual Interruptible Storage 
Revenue Credit filed on 10-29-13. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5047. 

Comments Due: 5 p.m. ET 11/10/14. 


Docket Numbers: RP15—76-000. 

Applicants: Southeast Supply Header, 
LEG. 

Description: § 4(d) rate filing per 
154.204: SESH Incremental Fuel— 
Additional FTS Contract to be effective 
11/1/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5091., 

Comments Due: 5 p.m. ET 11/10/14. 


Docket Numbers: RP15-—77-000. 

Applicants: Iroquois Gas 
Transmission System, L.P. 

Description: § 4(d) rate filing per 
154.204: 10/29/14 Negotiated Rates— 
Cargill Incorporated (RTS) 3085-23 to 
be effective 11/2/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5171. 

Comments Due: 5 p.m. ET 11/10/14. 

Docket Numbers: RP15—78-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: PSEG ERT 11-1-—2014 
Negotiated Rate (TIME I) to be effective 
11/1/2014. 

Filed Date: 10/30/14. 


Accession Number: 20141030-5025. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—79-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: TEMAX Revised Negotiated 
Rates eff 4-1-2016 to be effective 4/1/ 
2016. 

Filed Date: 10/30/14. 

Accession Number: 20141030-—5026. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-80-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: TEMAX Revised Negotiated 
Rates eff 12-1—2014 to be effective 12/ 
1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5028. 

Comments Due: 5 p.m. ET 11/12/14. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR § 385.211 and 
§ 385.214) on or before 5:00 p.m. Eastern 
time on the specified comment date. 
Protests may be considered, but 
intervention is necessary to become a 
party to the proceeding. 

Filings in Existing Proceedings 

Docket Numbers: RP14—1198-002. 

Applicants: Eastern Shore Natural Gas 
Company. 

Description: Tariff Withdrawal per 
154.205(a): Withdraw] of Compliance 
filing in Docket No. RP14—1198-002. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5139. 

Comments Due: 5 p.m. ET 11/10/14. 

Docket Numbers: RP14-1206-001. 

Applicants: Southern Star Central Gas 
Pipeline, Inc. 

Description: Compliance filing per 
154.203: Operational Performance 
Provisions Compliance Filing to be 
effective 10/30/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5031. 

Comments Due: 5 p.m. ET 11/10/14. 

Docket Numbers: RP14-842-001. 

Applicants: PGPipeline LLC. 

Description: Compliance filing per 
154.203: PGPipeline LLC Compliance 
Filing to be effective 10/16/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5046. 

Comments Due: 5 p.m. ET 11/10/14. 

Docket Numbers: RP14-901-001. 

Applicants: Eastern Shore Natural Gas 
Company. 

Description: Compliance filing per 
154.203: Compliance with Order on 
Show Cause under Eastern Shore Docket 
No. RP14—901-000 to be effective 10/16/ 
2014. 
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Filed Date: 10/29/14. 

Accession Number: 20141029-5158. 

Comments Due: 5 p.m. ET 11/10/14. 

Any person desiring to protest in any 
of the above proceedings must file in 
accordance with Rule 211 of the 
Commission’s Regulations (18 CFR 
385.211) on or before 5:00 p.m. Eastern 
time on the specified comment date. 

The filings are accessible in the 
Commission’s eLibrary system by 
clicking on the links or querying the 
docket number. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 
docs-filing/efiling/filing-req.padf. For 
other information, call (866) 208-3676 
(toll free). For TTY, call (202) 502-8659. 

Dated October 30, 2014. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
{FR Doc. 2014—26569 Filed 11—7—14; 8:45 am] 
BILLING CODE 6717-01-P 





DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


Combined Notice of Filings #2 


Take notice that the Commission 
received the following electric rate 
filings: 

Docket Numbers: ER11-3876-010; 
ER14-2297-000; ER10-2611-008. 

Applicants: Cordova Energy Company 
LLC, Saranac Power Partners, L.P., 
MidAmerican Energy Company. 

Description: Supplement to June 30, 
2014 Triennial Market Power Analysis 
Update in the Northeast Region of 
Cordova Energy Company LLC, 
MidAmerican Energy Company and 
Saranac Power Partners, L.P. 

Filed Date: 10/28/14. 

Accession Number: 20141028-5169. 

Comments Due: 5 p.m. ET 11/18/14. 

Docket Numbers: ER12—959-006. 

Applicants: Southwest Power Pool, 
Inc. 

Description: Compliance filing per 35: 
Tri County Compliance Filing—ER12- 
959 to be effective 10/16/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5136. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—227-002. 

Applicants: Pacific Gas and Electric 
Company. 

Description: Tariff Amendment per 
35.17(b): Second Amendment to the 
CDWR Load and Generator 
Interconnection Agreement Filing to be 
effective 1/1/2015. 


Filed Date: 10/29/14. 

Accession Number: 20141029-5156. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—231-001. 

Applicants: Pacific Gas and Electric 
Company. 

Description: Tariff Amendment per 
35.17(b): Amendment Filing for Pine 
Flat and Midway Contract between 
PG&E and CDWR to be effective 1/1/ 
2015. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5170. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—237-000. 

Applicants: Public Service Company 
of Colorado. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-30 Joint 
Dispatch Filing to be effective 1/1/2015. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5076. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—238-000. 

Applicants: New England Power Pool 
Participants Committee. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 126th Agreement to be 
effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—-5091. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—239-—000. 

Applicants: Interstate Gas Supply, 
Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): CIS & Tariff Revisions to 
be effective 12/29/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5107. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—240-000. 

Applicants: Accent Energy Midwest II 
Lix.. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): CIS & Tariff Revisions to 
be effective 12/29/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5109. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—241-000. 

Applicants: Border Energy Electric 
Services, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): CIS & Tariff Revisions to 
be effective 12/29/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5111. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—242-000. 

Applicants: Nevada Power Company. 

Description: Initial rate filing per 
35.12 Rate Schedule No. 145 Facilities 
Agreement to be effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5114. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—243-—000. 

Applicants: PJM Interconnection, 
L.L.C., The Dayton Power and Light 
Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): DP&L submits revisions 
to Att H-15 Proposed Wholesale 
Distribution Service Rate to be effective 
1/1/2015. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5115. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—244-000. 

Applicants: Midcontinent 
Independent System Operator, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2) (iii): 2014-10-30 SA 2704 
WAPA-ITC Midwest Interconnection 
Agreement to be effective 10/31/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5117. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—245-—000. 

Applicants: Idaho Power Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): BPA USBR NITSA Jan 
2015 to be effective 1/1/2015. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5125. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—246-000. 

Applicants: PJM Interconnection, 
L.L.C. 

Description: Tariff Withdrawal per 
35.15: Notice of Cancellation of Service 
Agreement No. 3587; Queue No. Y3—049 
to be effective 10/20/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5131. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—247-000. 

Applicants: PJM Interconnection, 
L.L.C. 

Description: Tariff Withdrawal per 
35.15: Notice of Cancellation of Service 
Agreement No. 3666; Queue No. Y3—047 
to be effective 10/20/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5134. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—248-000. 

Applicants: ldaho Power Company. 

Description: Notice of Cancellation of 
6th Revised Service Agreement No. 156. 
of Idaho Power Company. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5142. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15-—249-000. 

Applicants: Wolverine Power Supply 
Cooperative, Inc. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Wolverine Rate 
Schedule No. 4 Filing to be effective 1/ 
1/2015. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5146. 
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Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—250—-000. 

Applicants: PJM Interconnection, 
ee 

Description: Tariff Withdrawal per 
35.15: Notice of Cancellation of Service 
Agreement No. 3275; Queue No. W3- 
078 to be effective 12/20/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5167. 

Comments Due: 5 p.m. ET 11/20/14. 


Docket Numbers: ER15—251-000. 

Applicants: Tucson Electric Power 
Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Amd Rstd SJ-"SPV-VL 
Participation Agreement to be effective 
12/29/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5180. 

Comments Due: 5 p.m. ET 11/20/14. 

Take notice that the Commission 
received the following land acquisition 
reports: 

Docket Numbers: LA14—3-000. 

Applicants: Arizona Public Service 
Company. 

Description: Quarterly Land 
Acquisition Report of Arizona Public 
Service Company. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5121. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: LA14—3-000. 

Applicants: Beech Ridge Energy LLC, 
Bishop Hill Energy LLC, Bishop Hill 
Energy III LLC, California Ridge Wind 
Energy LLC, Forward Energy LLC, 
Grand Ridge Energy LLC, Grand Ridge 
Energy II LLC, Grand Ridge Energy III 
LLC, Grand Ridge Energy IV LLC, Grand 
Ridge Energy V LLC, Gratiot County 
Wind LLC, Gratiot County Wind II LLC, 
Grays Harbor Energy LLC, Hardee Power 
Partners Limited, Invenergy Cannon 
Falls LLC, Invenergy TN LLC, Judith 
Gap Energy LLC, Prairie Breeze Wind 
Energy LLC, Sheldon Energy LLC, 
Spring Canyon Energy LLC, Spindle Hill 
Energy LLC, Stony Creek Energy LLC, 
Vantage Wind Energy LLC, Willow 
Creek Energy LLC, Wolverine Creek 
Energy LLC. 

Description: Quarterly Land 
Acquisition Report of Beech Ridge 
Energy LLC, et. al. under LA14-3. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5137. 

Comments Due: 5 p.m. ET 11/20/14. 

The filings are accessible in the 
Commission’s eLibrary system by 
clicking on the links or querying the 
docket number. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR 385.211 and 


385.214) on or before 5:00 p.m. Eastern 
time on the specified comment date. 
Protests may be considered, but 
intervention is necessary to become a 
party to the proceeding. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf. For 
other information, call (866) 208-3676 


(toll free). For TTY, call (202) 502-8659. 


Dated: October 30, 2014. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2014-26567 Filed 11—7-14; 8:45 am] 
BILLING CODE 6717-01-P 





DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


Combined Notice of Filings 


Take notice that the Commission has 
received the following Natural Gas 


Pipeline Rate and Refund Report filings: 


Filings Instituting Proceedings 


Docket Numbers: PR15—4—000. 

Applicants: Columbia Gas of 
Maryland. 

Description: Tariff filing per 284.123/ 
.224: Application for Approval of 
Revised SOC to be effective 11/1/2014; 
TOFC: 1310. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5149. 

Comments Due: 5 p.m. ET 11/19/14. 


Docket Numbers: RP15—81-000. 

Applicants: Fayetteville Express 
Pipeline LLC. 

Description: § 4(d) rate filing per 
154.204: Fuel Filing on 10-30-14 to be 
effective 12/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5049. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—82-000. 

Applicants: ETC Tiger Pipeline, LLC. 

Description: § 4(d) rate filing per 
154.204: Fuel Filing on 10-30-14 to be 
effective 12/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—-5051. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—83-000. 

Applicants: Alliance Pipeline L.P. 

Description: § 4(d) rate filing per 
154.204: November 1—30 2014 Auction 
to be effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5052. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—84-000. 


Applicants: Equitrans, L.P. 

Description: § 4(d) rate filing per 
154.204: Negotiated Rate Service 
Agreement—Range Resources effective 
11-01-2014 to be effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5063. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-85—000. 

Applicants: Transcontinental Gas 
Pipe Line Company. 

Description: § 4(d) rate filing per 
154.204: Negotiated Rates—Cherokee 
AGL—Replacement Shippers—Nov 
2014 to be effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030—5106. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—86—000. 

Applicants: Midwestern Gas 
Transmission Company. 

Description: 2013-2014 Cashout 
Report of Midwestern Gas Transmission 
Company. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5138. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-87-000. 

Applicants: Wyoming Interstate 
Company, L.L.C. 

Description: § 4(d) rate filing per 
154.403(d)(2): FL&U Effective December 
1, 2014 to be effective 12/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5149. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15-88-—000, 

Applicants: Transcontinental Gas 
Pipe Line Company. 

Description: § 4(d) rate filing per 
154.204: Northeast Connector Initial 
Rate Filing to be effective 12/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5162. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-89-000. 

Applicants: Midwestern Gas 
Transmission Company. 

Description: 2013-2014 Gas Sales and 
Purchases Report of Midwestern Gas 
Transmission Company. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5166. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—90-000. 

Applicants: Carolina Gas 
Transmission Corporation. 

Description: § 4(d) rate filing per 
154.204: Filing to Synchronize Prior 
Approved Tariff Filings to be effective 
10/16/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5174. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—91-000. 

Applicants: Iroquois Gas 
Transmission System, L.P. 
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Description: § 4(d) rate filing per 
154.204: 10/30/14 Negotiated Rates— 
NJR Energy Services Company (RTS) 
2890-14 to be effective 11/1/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5175. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—92-000. 

Applicants: Kern River Gas 
Transmission Company. 

Description: § 4(d) rate filing per 
154.204: 2014 Miscellaneous to be 
effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5000. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—93-000. 

Applicants: ANR Pipeline Company. 

Description: § 4(d) rate filing per 
154.601: Wisconsin Gas/Nexen Agmts to 
be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5010. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—94-000. 

Applicants: Viking Gas Transmission 
Company. 

Description: 2013-2014 Gas Sales and 
Purchases Report of Viking Gas 
Transmission Company. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5236. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—95-—000. 

Applicants: Transcontinental Gas 
Pipe Line Company. 

Description: § 4(d) rate filing per 
154.403: GSS LSS Tracker Filing—10- 
31-14 to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5024. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—96-—000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Cap Rel Neg Rate Agmts (QEP 
37657 to Trans LA 43283, 43284) to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5027. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—97-000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Cap Rel Neg Rate Agmt (EOG 
34687 to Trans LA 43322) to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5028. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—98-000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Cap Rel Neg Rate Agmt (JW 


Operating 34690 to QWest 43324) to be 
effective 11/1/2014. 
Filed Date: 10/31/14. 
Accession Number: 20141031—5030. 
Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—99-000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Cap Rel Neg Rate Agmts (PH 
41448, 41455 to Texla and Sequent, 
various) to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5031. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—100-—000. 

Applicants: Texas Gas Transmission, 
LEE. 

Description: § 4(d) rate filing per 
154.204: Update to NC Agmts 
(Clarksdale 20393 amendment;remove 
KU 31869) to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5032. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—101-000. 

Applicants: Florida Gas Transmission 
Company, LLC. 

Description: § 4(d) rate filing per 
154.312: Rate Case filed on 10-31-14 to 
be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5034. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—102-—000. 

Applicants: Algonquin Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: ConEdison November 2014 
Ramapo Releases to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5038. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—103-000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Amendments to Neg Rate 
Agmts (Re: Sch of Combo Facilities) to 
be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—50339. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—104—-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: Chesapeake 11-01-2014 
Permanent Releases to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5043. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—105—000. 

Applicants: Algonquin Gas 
Transmission, LLC. 


Description: § 4(d) rate filing per 
154.204: KeySpan November 2014 
Ramapo Releases to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5054. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—106—000. 

Applicants: Trailblazer Pipeline 
Company LLC. 

Description: § 4(d) rate filing per 
154.204: Neg Rate NC 2014-10-29 
Tenaska Marketing and Concord NCs to 
be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5064. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—107—000 

Applicants: Southern LNG Company, 
L.L.C. 

Description: § 4(d) rate filing per 
154.204: SLNG Electric Power Cost 
Adjustment—2014 to be effective 12/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5065. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—108-—000. 

Applicants: Columbia Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: Penalty Crediting Mechanism 
Revisions to be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5068. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—109-000. 

Applicants: Columbia Gulf 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: Penalty Crediting Mechanism 
Revisions to be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5069. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—110-—000 

Applicants: Columbia Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: OTRA Tariff Update to be 
effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5070. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—111-000. 

Applicants: Algonquin Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: Brooklyn Union November 
2014 Ramapo Releases to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5078. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—112-000. 

Applicants: Columbia Gas 
Transmission, LLC. 
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Description: § 4(d) rate filing per 
154.403: OTRA—Winter 2014 to be 
effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5082. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—113-—000. 

Applicants: Portland Natural Gas 
Transmission System. 

Description: § 4(d) rate filing per 
154.204: Barclays/DTE Neg Rate Agmts 
to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5086. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—114-000. 

Applicants: Iroquois Gas 
Transmission System, L.P. 

Description: § 4(d) rate filing per 
154.204: 10/31/14 Negotiated Rates—BP 
Energy Company (HUB) 1410-89 to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-—5087. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—115-—000. 

Applicants: Gulf South Pipeline 
Company, LP. 

Description: § 4(d) rate filing per 
154.204: Cap Rel Neg Rate Agmts (PH 
41448, 41455 to Tenaska 43352, 43353) 
to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5090. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—116-000. 

Applicants: Iroquois Gas 
Transmission System, L.P. 

Description: § 4(d) rate filing per 
154.204: 10/31/14 Negotiated Rates— 
Freepoint Commodities LLC (RTS) 
7250-13 to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5093. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—117-000. 

Applicants: Iroquois Gas 
Transmission System, L.P. 

Description: § 4(d) rate filing per 
154.204: 10/31/14 Negotiated Rates— 
ConEdison Energy Inc. (HUB) 2275-89 
to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5096. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—118-000. 

Applicants: Midcontinent Express 
Pipeline LLC. 

Description: § 4(d) rate filing per 
154.403(d)(2): Fuel Tracker to be 
effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5098. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—119-000. 

Applicants: Natural Gas Pipeline 
Company of America. 





Description: § 4(d) rate filing per 
154.204: Negotiated Rate—Tenaska 
Marketing Ventures to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5104. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—120-000. 

Applicants: Natural Gas Pipeline 
Company of America. 

Description: § 4(d) rate filing per 
154.204: Negotiated Rate—Occidential 
Energy to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5110. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15-—121-—000. 

Applicants: E] Paso Natural Gas 
Company, L.L.C. 

Description: § 4(d) rate filing per 
154.601: Non-Conforming 
Transportation Service Agreements 
Update (MGS-CFE) to be effective 11/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5121. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—122-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.403(d)(2): ASA TETLP Dec 2014 
Filing to be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5168. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP15—123-000. 

Applicants: E] Paso Natural Gas 
Company, L.L.C. 

Description: § 4(d) rate filing per 
154.601: Non-Conforming Agreements 
Filing (McLean, Denver City, Whiteface) 
to be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5181. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—124-000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: ConEdison November 2014 NJ-— 
NY Releases to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5183. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—125-—000. 

Applicants: Texas Eastern 
Transmission, LP. 

Description: § 4(d) rate filing per 
154.204: Releases to Twin Eagle for 11— 
1—2014 to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5184. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—126-000. 

Applicants: Maritimes & Northeast 
Pipeline, L.L.C. 


Description: § 4(d) rate filing per 
154.204: Nov 2014 Mosbacher Release 
to Shell to be effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5188. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—127-—000. 

Applicants: Viking Gas Transmission 
Company. 

Description: § 4(d) rate filing per 
154.204: FT—A Exhibit A to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5208. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—128-000. 

Applicants: Algonquin Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: KeySpan November 2014 
Ramapo Releases—filing 2 to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5219. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—129-000. 

Applicants: Northern Natural Gas 
Company. 

Description: § 4(d) rate filing per 
154.204: 20141031 Negotiated Rate to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5223. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—130-000. 

Applicants: Tennessee Gas Pipeline 
Company, L.L.C. 

Description: § 4(d) rate filing per 
154.204: Pro Forma—LMS-MaA and 
LMS-PA Cash Out Indices to be 
effective 12/31/9998. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5224. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-—131-000. 

Applicants: Algonquin Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.204: Brooklyn Union November 
2014 Ramapo Releases—filing 2 to be 
effective 11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5227. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15-133-000. 

Applicants: Wyoming Interstate 
Company, L.L.C. 

Description: § 4(d) rate filing per 
154.204: Non-Conforming Agreement 
(Chesapeake) to be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031—5265. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—134-000. 

Applicants: Cheyenne Plains Gas 
Pipeline Company, L. 

Description: § 4(d) rate filing per 
154.204: Interruptible Parking and 
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Lending Service to be effective 12/1/ 
2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5275. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—135—000. 

Applicants: Rockies Express Pipeline 
LLC. 

Description: § 4(d) rate filing per 
154.204: Neg Rate 2014-10-31 
ConocoPhillips, Encana to be effective 
11/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5280. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—136-—000. 

Applicants: Algonquin Gas 
Transmission, LLC. 

Description: § 4(d) rate filing per 
154.403(d)(2): AGT FRQ 2014 Filing to 
be effective 12/1/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5281. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP15—137-000. 

Applicants: Northern Natural Gas 
Company. 

Description: Northern Natural Gas 
Company submits Operational Zone 
Boundary Modification and Waiver 
Request. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5346. 

Comments Due: 5 p.m. ET 11/12/14. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR § 385.211 and 
§ 385.214) on or before 5:00 p.m. Eastern 
time on the specified date(s). Protests 
may be considered, but intervention is 
necessary to become a party to the 
proceeding. 

Filings in Existing Proceedings 

Docket Numbers: RP14—1195-002. 

Applicants: Sierrita Gas Pipeline LLC. 

Description: Compliance filing per 
154.203: Non-Conforming Agreement 
Compliance to be effective 10/31/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5231. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP14—748-001. 

Applicants: Big Sandy Pipeline, LLC. 

Description: Compliance filing per 
154.203: RP14—748-—000 Compliance 
Filing to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5194. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP14—852-001. 

Applicants: ANR Storage Company. 

Description: Compliance filing per 
154.203: Compliance to RP14—852-000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 


Accession Number: 20141031-5127. 
Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP14—853-001. 

Applicants: Bison Pipeline LLC. 

Description: Compliance filing per 
154.203: Compliance to RP14—853-—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5138. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP14—854-001. 

Applicants: Great Lakes Gas 
Transmission Limited Par. 

Description: Compliance filing per 
154.203: Compliance to RP14—854—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5174. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP14—855-001. 

Applicants: Blue Lake Gas Storage 
Company. 

Description: Compliance filing per 
154.203: Compliance to RP14—855—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5145. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP14—856—001. 

Applicants: Gas Transmission 
Northwest LLC. 

Description: Compliance filing per 
154.203: Compliance to RP14—856—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5178. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP14—857-001. 

Applicants: North Baja Pipeline, LLC. 

Description: Compliance filing per 
154.203: Compliance to RP14—857—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5186. 

Comments Due: 5 p.m. ET 11/12/14. 

Docket Numbers: RP14—858-001. 

Applicants: Northern Border Pipeline 
Company. 

Description: Compliance filing per 
154.203: Compliance to RP14—858—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5187. 

Comments Due: 5 p.m. ET 11/12/14. 


Docket Numbers: RP14-—861-001. 

Applicants: Tuscarora Gas 
Transmission Company. 

Description: Compliance filing per 
154.203: Compliance to RP14—861—000 
to be effective 10/16/2014. 

Filed Date: 10/31/14. 

Accession Number: 20141031-5193. 

Comments Due: 5 p.m. ET 11/12/14. 

Any person desiring to protest in any 
of the above proceedings must file in 
accordance with Rule 211 of the 
Commission’s Regulations (18 CFR 


§ 385.211) on or before 5:00 p.m. Eastern 
time on the specified comment date. 

The filings are accessible in the 
Commission’s eLibrary system by 
clicking on the links or querying the 
docket number. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf. For 
other information, call (866) 208-3676 
(toll free). For TTY, call (202) 502-8659. 


Dated: November 3, 2014. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
|FR Doc. 2014-26570 Filed 11—7-14; 8:45 am] 
BILLING CODE 6717-01-P 


DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


Combined Notice of Filings #1 


Take notice that the Commission 
received the following exempt 
wholesale generator filings: 

Docket Numbers: EG15—7-000. 

Applicants: Western Antelope Blue 
Sky Ranch A LLC. 

Description: Notice of Self- 
Certification of Exempt Wholesale 
Generator Status of Western Antelope 
Blue Sky Ranch A LLC. 

Filed Date: 10/30/14. 

Accession Number: 20141030-5020. 

Comments Due: 5 p.m. ET 11/20/14. 

Take notice that the Commission 
received the following electric rate 
filings: 

Docket Numbers: ER15—230-000. 

Applicants: GP Renewables & 
Trading, LLC. 

Description: Initial rate filing per 
35.12 GP Renewables & Trading, LLC 
Market Based Rate Tariff to be effective 
11/21/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5163. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—231-000. 

Applicants: Pacific Gas and Electric 
Company. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): Revision to Pine Flat and 
Redesignation of Midway Contract 
between PG&E and CDWR to be 
effective 1/1/2015. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5165. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—232-000. 

Applicants: Southwest Power Pool, 
Inc. 
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Description: § 205(d) rate filing per 
35.13(a)(2) (iii): 2415R3 Kansas 
Municipal Energy Agency NITSA and 
NOA to be effective 8/1/2014. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5166. 

Comments Due: 5 p.m. ET 11/19/14. 


Docket Numbers: ER15—233-000. 

Applicants: Northern States Power 
Company, a Minnesota corporation. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-29 NSP—EGF- 
Amnd Trans Fac—483-0.0.0 to be 
effective 1/1/2015. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5172. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—234-000. 

Applicants: Duke Energy Carolinas, 
LLC, Duke Energy Florida, Inc. 

Description: Joint Application of Duke 
Energy Carolinas, LLC on behalf of Duke 
Energy Florida, Inc. to recover 50 
percent of the CWIP costs associated 
with 23 new transmission projects 
through formula rate for OATT service. 

Filed Date: 10/29/14. 

Accession Number: 20141029-5179. 

Comments Due: 5 p.m. ET 11/19/14. 

Docket Numbers: ER15—235-000. 

Applicants: Canandaigua Power 
Partners, LLC. 

Description: Baseline eTariff Filing 
per 35.1: Filing of Shared Facilities 
Agreement to be effective 12/30/2014. 

Filed Date: 10/30/14. 

Accession Number: 20141030-—5064. 

Comments Due: 5 p.m. ET 11/20/14. 

Docket Numbers: ER15—236-000. 

Applicants: Northern States Power 
Company, a Minnesota corporation. 

Description: § 205(d) rate filing per 
35.13(a)(2)(iii): 2014-10-30 NSP- 
MSHL-NOC 275, 513-0.1.0 to be 
effective 12/31/2014. 

Filed Date: 10/30/14. 


Accession Number: 20141030-5072. 

Comments Due: 5 p.m. ET 11/20/14. 

The filings are accessible in the 
Commission’s eLibrary system by 
clicking on the links or querying the 
docket number. 

Any person desiring to intervene or 
protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s 
Regulations (18 CFR 385.211 and 
385.214) on or before 5:00 p.m. Eastern 
time on the specified comment date. 
Protests may be considered, but 
intervention is necessary to become a 
party to the proceeding. 

eFiling is encouraged. More detailed 
information relating to filing 
requirements, interventions, protests, 
service, and qualifying facilities filings 
can be found at: http://www.ferc.gov/ 
docs-filing/efiling/filing-req.pdf. For 
other information, call (866) 208-3676 
(toll free). For TTY, call (202) 502-8659. 

Dated: October 30, 2014. 

Nathaniel J. Davis, Sr., 

Deputy Secretary. 

[FR Doc. 2014-26566 Filed 11-—7-14; 8:45 am] 
BILLING CODE 6717-01-P 





DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


[Docket No., AD14—18-—000] 


Joint Technical Conference on New 
York Markets & Infrastructure; Second 
Supplemental Notice of Technical 
Conference 


As announced in notices issued on 
September 17, 20141 and October 10, 
2014,2 the Federal Energy Regulatory 
Commission (Commission) and the New 


York Public Service Commission will 
hold a joint technical conference on 
November 5, 2014 from 9:00 a.m. to 4:00 
p.m., to discuss issues of mutual interest 
and concern regarding the installed 
capacity market and energy 
infrastructure in New York and review 
the role of New York’s centralized 
capacity market in attracting investment 
and ensuring resource adequacy and 
reliability. The conference will be held 
in the New York Institute of Technology 
Auditorium located at 1871 Broadway, 
between 61st and 62nd Streets, New 
York, NY 10023. An agenda identifying 
panelists for this conference is attached. 
This conference is free of charge and 
open to the public. 


The technical conference will be 
transcribed. There will also be a free 
webcast of the conference. The webcast 
will allow persons to listen to the 
technical conference but not participate. 
There is limited seating available at the 
conference venue, so those registrants 
that have a confirmed space will be 
contacted by email. We encourage all 
others to take advantage of the free 
webcast. The webcast is available at the 
following Web site: http://bcove.me/ 
n8ovpqg7. The link will also be made 
available by navigating to the Calendar 
of Events at www.ferc.gov and locating 
the technical conference in the 
Calendar. A recording of the webcast 
will be made available after the 
conference in the same location on the 
Calendar of Events. 


While this conference is not for the 
purpose of discussing specific cases, we 
note that the discussions at the 
conference may address matters at issue 
in the following Commission 
proceedings that are either pending or 
within their rehearing period: 


© New Youoladependent Systema Operator Une: 25 c.stcss.ste0scsse.a-cscsassscsasessesersvosaveoncono es sbeesyecorseuey vas psobsweevescerseees Docket No. ER12-—2414 
o New Yorkindepencont System Wporattor,: (aC 025 cce.22i.<csssassececnusns paced cessnnstaaus sosutsasscsassdeonsscsecsaanssaateossdvestesoass Docket No. ER10-2371 
e Independent Power Producers of New York, Inc. v. New York Independent System Operator, Inc ......... Docket No. EL13-62 

e Hudson Transmission Partners, LLC v. New York Independent System Operator, ING uc. ceceeeeeeeeeeeeeeees Docket No. EL12—98 

e Astoria Generating Company, L.P., et al. v. New York Independent System Operator, INC w....ceeeeeeee Docket No. EL11-—50 

e Astoria Generating Company, L.P., et al. v. New York Independent System Operator, INC .....ccceeeeeeees Docket No. EL11-42 

° New Monkindenendent SystenivO perator NG ...0..5s2.065<s0deaecsagusecdhs deseo tes steecsys cacesteves veuscaasessoosiacnsossrtantecrsbas Docket No. EL07-—39 

fe AD ARAM GN SONATE MING cs ocsscs asonzt eauze sea ay ocscaness basccreuadd sau becates op sattn atic heures tuseson aes dienaugus sebiecesuseat ponestedssaduiacceeupacer sees Docket No. ER12-—2237 
AS anal O OrMata Nam UNO NAATORTANY ING 50s coes cou ysars-sesaneneussesuastoeeseessesasencesssieseenveseas kasteedanc onsen dnsvanseneraywicastsacrsussneercass Docket No. ER13-—405 
BN NT IE I sisiscsseencicnssisnisscsccssctiescnsecnienilh penelope tibia inl inhipae esha ipa Docket No. ER14-543 


Information on the technical 
conference will be posted on the Web 
site http://www.ferc.gov/EventCalendar/ 
EventDetails.aspx?ID=7531&CalType= 
% 20amp;CalendarID=116&Date=11/05/ 
2014&View=Listview, as well as the 


1Joint Technical Conference on New York 
Markets & Infrastructure, Docket No. AD14—00018-— 
000 (September 17, 2014). 


Calendar of Events on the Commission’s 
Web site, http://www.ferc.gov, prior to 
the conference. 

Commission conferences are 
accessible under section 508 of the 
Rehabilitation Act of 1973. For 


2 Supplemental Notice of Joint Technical 
Conference on New York Markets & Infrastructure, 
Docket No. AD14—00018-000 (October 10, 2014). 





accessibility accommodations, please 
send an email to accessibility@ferc.gov 
or call toll free 1-866-208-3372 (voice) 
or 202-502-8659 (TTY), or send a FAX 
to 202-208-2106 with the required 
accommodations. 
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For more information about the 
technical conference, please contact: 


Kathleen Schnorf (Technical 
Information), Office of Energy Market 
Regulation, Federal Energy Regulatory 
Commission, 888 First Street NE., 
Washington, DC 20426, (202) 502- 
8547, Kathleen.Schnorf@ferc.gov. 

Betty Watson (Technical Information), 
Office of Energy Policy and 
Innovation, Federal Energy Regulatory 
Commission, 888 First Street NE., 
Washington, DC 20426, (202) 502- 
8552, Betty. Watson@ferc.gov. 

Kate Hoke (Legal Information), Office of 
General Counsel, Federal Energy 
Regulatory Commission, 888 First 
Street NE., Washington, DC 20426, 
(202) 502-8404, Katheryn.Hoke@ 
ferc.gov. 

Sarah McKinley (Logistical 
Information), Office of External 
Affairs, Federal Energy Regulatory 
Commission, 888 First Street NE., 
Washington, DC 20426, (202) 502- 
8004, Sarah.McKinley@ferc.gov. 
October 31, 2014. 


Nathaniel J. Davis, Sr., 
Deputy Secretary. 


Joint FERC-NYPSC Technical 
Conference on New York Markets & 
Infrastructure 


Docket No. AD14-18-000, November 5, 
2014 


Agenda 


8:00 a.m.—9:00 a.m.—Registration 

9:00 a.m.—9:30 a.m.—Opening remarks 
by Commissioners 

9:30 a.m.—10:15 a.m.—NYISO and 
Independent Market Monitor 
presentation 


NYISO and the Independent Market 
Monitor will report on the recent 
performance of NYISO’s capacity 
market. NYISO will also describe 
current initiatives it is undertaking, and 
hurdles it is facing, as it seeks to 
improve performance of its capacity 
market to attract adequate investment in 
resources and infrastructure to 
efficiently meet New York State’s 
reliability/resource adequacy needs. 
NYISO will provide information on 
recent investments made in resources 
and infrastructure through NYISO’s 
markets and transmission planning 
efforts, and discuss the implementation 
of the new capacity zone in the Lower 
Hudson Valley. NYISO will provide a 
brief update on preparedness for the 
upcoming winter. Finally, the 
Independent Market Monitor will 
provide its recommendations for 
improved performance of NYISO’s 
capacity market. 


10:15 a.m.—12:15 p.m.—Panel One: 
Assessing the performance of 
NYISO’s capacity market design in 
attracting investment in resources 
and infrastructure to meet 
reliability/resource adequacy needs 


This session will discuss the role of 
NYISO’s capacity market in attracting 
investment in both resources and 
infrastructure in order to meet New 
York State’s reliability and/or resource 
adequacy needs. In particular, panelists 
should discuss the particular capacity 
market design features that encourage 
merchant investment in resources and 
infrastructure. Panelists will be asked to 
discuss how the capacity market is 
addressing local and state-wide resource 
adequacy and reliability issues at just 
and reasonable rates. Finally, panelists 
should discuss what changes, if any, 
should be considered going forward to 
improve the performance of NYISO’s 
capacity market. 

Panelists should be prepared to 
discuss the following questions: 

a. How do particular market design 
features impact infrastructure 
investment decisions by merchant 
entities? How can these market design 
aspects best address the interests of both 
buyers and sellers? How do buyer-side 
mitigation measures affect investment? 
Should the NYISO capacity market 
provide a longer revenue certainty 
period (e.g., 3, 5, or 10 years)? Does the 
existing NYISO capacity market 
appropriately incent investment as 
compared with three-year forward 
market designs in other capacity 
markets (e.g., PJM, ISO—NE)? Are long- 
term bilateral contracts a feasible 
alternative procurement mechanism for 
New York (e.g., California model)? 

b. Are changes to NYISO’s capacity 
market necessary to better ensure 
resource performance during peak 
demand conditions (summer or winter)? 

c. Why are Reliability Support 
Services (RSS) needed? What is the 
effect of RSS agreements on the ability 
of the NYISO capacity market to 
efficiently meet the intended goal of 
incentivizing investment in resources 
and infrastructure? Are there other 
market and infrastructure impacts of the 
use of RSS agreements? 

d. How does NYISO coordinate its 
planning processes and its capacity 
market? Are there possible 
improvements in the coordination 
efforts? 

e. How is the planning of 
transmission, generation and other 
resources coordinated between retail 
and wholesale markets? 

Panelists: 
Gavin Donohue—Independent Power 


Producers of New York 

Glenn Haake—New York Power 

Authority 

Marji Philips—Direct Energy 

Mike Mager—Multiple Intervenors 

Ravnione Kinney—New York State 

Electric & Gas 
Robert O. Gurman—Pocono Manor 

Investors 

12:15 p.m.—1:00 p.m.—Lunch Break 

1:00 p.m.—3:00 p.m.—Panel Two: Role 
of NYISO’s capacity market in 
attracting investment in resources 
and infrastructure needed to meet 
public policy objectives 

This session will focus on whether, 
and to what extent, NYISO’s capacity 
market should play a role in attracting 
investment in resources and 
infrastructure to meet public policy 
objectives. There may be a range of 
public policy objectives, including 
increasing renewable resources; 
maintaining or increasing clean energy 
resources to meet emission reduction 
goals; increasing distributed resources; 
increasing energy efficiency and 
demand response resources; 
maintaining fuel diversity; maintaining 
price stability for customers (wholesale, 
retail, commercial and industrial); 
economic development; and spurring 
investment in resources and 
infrastructure (both power lines and gas 
pipelines). Panelists should address 
whether these objectives are 
appropriately addressed through the 
NYISO capacity market. If so, this 
session will also include a discussion of 
whether certain aspects of the current 
NYISO capacity market design—in 
particular the capacity market product 
definition—need to change to achieve 
the requisite public policy objectives. 
The discussion may also explore 
whether some of these objectives are 
complementary or in conflict with other 
objectives. 

Panelists should be prepared to 
discuss the following questions: 

a. Are changes to the capacity market 
needed to account for fuel availability/ 
firmness of fuel, or to differentiate the 
value of capacity resources based on the 
‘firmness”’ of fuel arrangements? 

b. Should the capacity market 
specifically account for or otherwise 
value resources that are intended to 
meet current or future public policy 
goals (e.g., fuel diversity or emission 
reduction goals)? How should there be 
modifications to the buyer-side 
mitigation rules to help achieve those 
goals? 

c. What price signals and tariff 
changes may be needed to achieve the 
objectives under discussion in the PSC’s 
Reforming the Energy Vision (REV) 
proceeding? 
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d. Are there market, environmental, or 
other barriers to entry in certain 
locations or for certain kinds of 
resources (e.g., repowering assets in 
New York City)? 

e. Are there broader market design 
features outside of the capacity market 
(e.g., scarcity and shortage pricing) that 
could be adjusted to account for public 
policy objectives (e.g., increasing 
renewables)? 

Panelists: 
Kevin Lang—City of New York 
Jackson Morris—Natural Resources 
Defense Council 

John Reese—USPowerGen 

James Holodak Jr.—National Grid 

Patricia Stanton—Conservation 

Services Group 

Scott Harvey—FTI Consulting 
3:00 p.m.—3:15 p.m.—Break 
3:15 p.m.—4:00 p.m.—Roundtable 

discussion among Commissioners/ 
Wrap up 

Discussion of possible paths forward 

for identified issues and solutions. 


|FR Doc. 2014—26565 Filed 11—7-—14; 8:45 am] 
BILLING CODE 6717-01-P 





DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


[Project No. 1904-073] 


TransCanada Hydro Northeast Inc.; 
Notice of Technical Conference and 
Environmental Site Review 


TransCanada Hydro Northeast Inc. 
(TransCanada) is currently using the 
Integrated Licensing Process to prepare 
an application for a new license (due to 
be filed on April 30, 2016) for the 
Vernon Hydroelectric Project No. 1904— 
73 (Vernon Project). The 32.4-megawatt 
Vernon Project is located on the 
Connecticut River in Cheshire County, 
New Hampshire and Windsor and 
Windham Counties, Vermont. On 
February 21, 2014, the Director of the 
Office of Energy Projects issued a Study 
Plan Determination requiring 
TransCanada to conduct 21 studies, 
including the development of a plan to 
conduct hydroacoustic studies of 
downstream passage of juvenile 
American shad and adult American eel. 
On March 24, 2014, TransCanada filed 
a request for rehearing of the 
requirement to conduct hydroacoustic 
studies, which is currently pending 
before the Commission. 

On September 15, 2014, TransCanada 
filed its proposed Vernon Hydroacoustic 
Study Plan. To gather additional 
information and assist the Commission 
in its review of the proposed study, 


Commission staff will hold a technical 
conference on November 20, 2014. The 
technical conference will focus on 
discussing the information and studies 
needed to evaluate downstream passage 
of juvenile American shad and adult 
American eel at the Vernon Project, 
including the methods proposed in 
TransCanada’s Vernon Hydroacoustic 
Study Plan. Discussion topics for the 
technical conference are included in 
Appendix A. 

In addition to the technical 
conference, Commission staff will hold 
an environmental site review of the 
Vernon Project on November 19, 2014. 
All local, state, and federal agencies, 
Indian tribes, and other interested 
parties are invited to attend the site 
review and technical conference. The 
technical conference will be transcribed 
by a court reporter. If the number of 
participants wishing to speak at the 
technical conference creates time 
constraints, Commission staff may, at its 
discretion, limit the speaking time of 
participants. The dates, times, and 
meeting locations for the site review and 
technical conference are listed below. 


Site Review 


Date: Wednesday, November 19, 2014. 

Time: 2:00 p.m. 

Place: 152 Governor Hunt Road, 
Vernon, VT 05354. 


Technical Conference 


Date: Thursday, November 20, 2014. 

Time: 9:00 a.m.—4:00 p.m. 

Place: The Emerson Room, Courtyard 
Keene Downtown, 75 Railroad Street, 
Keene, NH 03431. 

If you plan to attend the site review, 
you must call or email John Ragonese 
(phone: (603) 225-5528; email: john_ 
ragonese@transcanada.com) by 
November 17, 2014, and identify the 
number of individuals in your group. 
During the site review, participants will 
be required to wear steel-toed shoes. A 
limited number of toe protection 
devices will be available, but 
participants are strongly encouraged to 
bring their own. 

If you have any questions, please 
contact Bill Connelly at 202-502-8587. 

Dated: October 31, 2014. 

Nathaniel J. Davis, Sr., 

Deputy Secretary. 

APPENDIX A 

Technical Conference Discussion Topics 
Information Needs 

1. Timing of juvenile American shad and 
adult American eel runs. 

2. Relative abundance and/or magnitude of 


juvenile American shad and adult American 
eel runs. 


3. Delay of juvenile American shad and 
adult American eel downstream passage. 

4. Downstream passage route selection by 
juvenile American shad and adult American 
eel. 

Study Methods 

1. Radio telemetry or other individual 
tracking technologies: What information can 
be obtained with these methods? What are 
the benefits of using these methods? What are 
the drawbacks? 

2. Hydroacoustics and other fixed 
recording technologies: What information 
can be obtained with these methods? What 
are the benefits of using these methods? What 
are the drawbacks? 

3. Other study methods: Are there other 
study methods that could be used to obtain 
information about downstream passage of 
juvenile American shad and adult American 
cel? What are the benefits of using these 
methods? What are the drawbacks? 

[FR Doc. 2014-26572 Filed 11-7—-14; 8:45 am] 
BILLING CODE 6717-01-P 


DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


[Docket No. EL14-37-000] 


PJM Interconnection, L.L.C.; Notice of 
Technical Conference 


By order issued in this proceeding on 
August 29, 2014,' the Federal Energy 
Regulatory Commission (Commission) 
directed its staff to convene a technical 
conference concerning the justness and 
reasonableness of PJM Interconnection, 
L.L.C.’s (PJM) existing tariff provisions 
related to the Financial Transmission 
Rights (FTR) forfeiture rule and uplift 
allocations as applied to Up-to 
Congestion (UTC) transactions and 
virtual (INC/DEC) transactions.2 The 
technical conference will explore 
whether: (1) PJM’s FTR forfeiture rules 
as they apply to UTC transactions and 
INCs/DECs are just and reasonable; and 
(2) PJM’s current uplift allocation rules 
associated with UTC transactions and 
INCs/DECs are just and reasonable. Take 
notice that the technical conference will 
be held on Wednesday, January 7, 2015 
from 9:00 a.m. to 4:30 p.m. EST in the 
Commission Meeting Room at the 
Federal Energy Regulatory Commission, 
888 First Street NE., Washington, DC 
20426. Commission members may 
participate in the technical conference. 

The technical conference will be open 
for the public to attend. Advance 


1 PJM Interconnection, L.L.C., 148 FERC 4] 61,144 
(2014). 

2 An INC is a virtual offer to sell energy at a 
specified source bus in the PJM day-ahead market. 
A DEC is a virtual bid to purchase energy at a 
specified sink bus in the PJM day-ahead market. See 
id P4,.n.3. 
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registration is not required, but is 
encouraged. Attendees may register at 
the following Web page: https:// 
www.ferc.gov/whats-new/registration/ 
01-07-15-form.asp. 

Those wishing to participate in the 
program for this event should nominate 
themselves through the on-line 
registration form no later than 
November 14, 2014 at the following 
Web page: https://www.ferc.gov/whats- 
new/registration/01-07-15-speaker- 
form.asp. At this Web page, please 
provide an abstract (1,500 character 
limit) of the issue(s) you propose to 
address. Due to time constraints, we 
may not be able to accommodate all 
those interested in speaking. 

Further details and a formal agenda 
will be issued prior to the technical 
conference. 

Information on this event will be 
posted on the Calendar of Events on the 
Commission’s Web site, www.ferc.gov, 
prior to the event. The technical 
conference will also be Webcast and 
transcribed. Anyone with Internet 
access who desires to listen to this event 
can do so by navigating to the Calendar 
of Events at www.ferc.gov and locating 
this event in the Calendar. The event 
will contain a link to the Webcast. The 
Capitol Connection provides technical 
support for Webcasts and offers the 
option of listening to the meeting via 
phone-bridge for a fee. If you have any 
questions, visit 
www.CapitolConnection.org or call 703- 
993-3100. 

Commission technical conferences are 
accessible under section 508 of the 
Rehabilitation Act of 1973. For 
accessibility accommodations, please 
send an email to accessibility@ferc.gov 
or call toll free 1—866—208-—3372 (voice) 
or 202—502—8659 (TTY), or send a FAX 
to 202-208-2106 with the required 
accommodations. 

For further information on this 
technical conference, please contact: 
Sarah McKinley (Logistical 

Information), Office of External 

Affairs, Federal Energy Regulatory 

Commission, 888 First Street NE., 

Washington, DC 20426, (202) 502- 

8368, sarah.mckinley@ferc.gov. 
Carmen Gastilo Machuga (Legal 

Information), Office of the General 

Counsel, Federal Energy Regulatory 

Commission, 888 First Street NE., 

Washington, DC 20426, (202) 502- 

8657, carmen.gastilo@ferc.gov. 
William Sauer (Technical Information), 

Office of Energy Policy and 

Innovation, Federal Energy Regulatory 

Commission, 888 First Street NE., 

Washington, DC 20426, (202) 502- 

6639, william.sauer@ferc.gov. 


Cathleen Colbert (Technical 
Information), Office of Enforcement, 
Federal Energy Regulatory 
Commission, 888 First Street NE., 
Washington, DC 20426, (202) 502- 
8997, cathleen.colbert@ferc.gov. 
Dated: October 31, 2014. . 

Nathaniel J. Davis, Sr., 

Deputy Secretary. 

[FR Doc. 2014-26571 Filed 11—7—14; 8:45 am] 

BILLING CODE 6717-01-P 





DEPARTMENT OF ENERGY 


Federal Energy Regulatory 
Commission 


[Docket No. EL15—11-000] 


San Diego Gas & Electric Company; 
Notice of Petition for Declaratory Order 


Take notice that on October 29, 2014, 
San Diego Gas & Electric Company 
(SDG&E), pursuant to Rule 207 of the 
Rules of Practice and Procedures of the 
Federal Energy Regulatory Commission 
(FERC or Commission), 18 CFR 385.207, 
section 219 of the Federal Power Act, 16 
U.S.C. 824(s), and Order No. 679,! San 
Diego Gas & Electric Company filed a 
petition for declaratory order requesting 
authorization of incentive treatments for 
the Sycamore Canyon-Penasquitos 
transmission line project (the Project). 
SDG&E requests incentive rate 
treatments for application to the project 
that will (1) authorize recovery of one 
hundred percent of all prudently- 
incurred development and construction 
costs if the Project is abandoned or 
cancelled, in whole or in part, for 
reasons beyond SDG&E’s control 
(Abandonment), and (2) a one hundred 
basis points adder to SDG&E’s Return 
On Equity (ROE) for the Project, as more 
fully explained in the petition. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. On or before the 


1 Promoting Transmission Investment through 
Pricing Reform, Order No. 679, 71 FR 43294 (Jul. 
31, 2006), FERC Stats. & Regs. 4] 31,222 (2006) 
(“Order No. 679"’), order on reh’g, Order No. 679- 
A, 72 FR 1152 (Jan. 10, 2007), FERC Stats. & Regs. 
4] 31,236 (‘Order No. 679-A”’), order on reh’g, 119 
FERC 4] 61,062 (2007). 


comment date, it is not necessary to 
serve motions to intervene or protests 
on persons other than the Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
“eFiling”’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 5 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www. ferc.gov, using the 
“eLibrary” link and is available for 
electronic review in the Commission’s 
Public Reference Room in Washington, 
DC. There is an “eSubscription” link on 
the Web site that enables subscribers to 
receive email notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please email 
FERCOnlineSupport@ferc.gov, or call 
(866) 208-3676 (toll free). For TTY, call 
(202) 502-8659. 

Comment Date: 5 p.m. Eastern Time 
on November 28, 2014. 


Dated: October 31, 2014. 
Nathaniel J. Davis, Sr., 
Deputy Secretary. 
[FR Doc. 2014-26564 Filed 11—7-14; 8:45 am] 
BILLING CODE 6717-01-P 





ENVIRONMENTAL PROTECTION 
AGENCY 


[EPA—HQ—-OAR-2013-0146; FRL-9919-—00-— 
OAR] 


Release of Integrated Review Plan for 
the Primary National Ambient Air 
Quality Standard for Sulfur Dioxide 


AGENCY: Environmental Protection 
Agency. 
ACTION: Notice of availability. 


SUMMARY: The Environmental Protection 
Agency (EPA) is announcing the 
availability of a final document titled 
Integrated Review Plan for the Primary 
National Ambient Air Quality Standard 
for Sulfur Dioxide (IRP). This document 
contains the plans for the review of the 
air quality criteria for health for sulfur 
oxides and the primary national 
ambient air quality standard (NAAQS) 
for sulfur dioxide (SO2). The primary 
SO» NAAQS provide for the protection 
of public health from exposure to sulfur 
oxides in ambient air. 

DATES: The IRP will be available on or 
about October 30, 2014. 

ADDRESSES: This document will be 
available primarily via the Internet at 
the following Web site: http:// 
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www.epa.gov/ttn/naags/standards/so2/ 
s so2_2013 pd.html. 
FOR FURTHER INFORMATION CONTACT: Dr. 
Michael J. Stewart, Office of Air Quality 
Planning and Standards (mail code 
C504-06), U.S. Environmental 
Protection Agency, Research Triangle 
Park, NC 27711; telephone number: 
919-541-7524; fax number: 919-541- 
0237; email address: stewart.michael@ 
epa.gov. 
SUPPLEMENTARY INFORMATION: ‘Two 
sections of the Clean Air Act (CAA) 
govern the establishment and revision of 
the NAAQS. Section 108 (42 U.S.C. 
7408) directs the Administrator to 
identify and list certain air pollutants 
and then to issue air quality criteria for 
those pollutants. The Administrator is 
to list those air pollutants that in her 
‘judgment, cause or contribute to air 
pollution which may reasonably be 
anticipated to endanger public health or 
welfare;” ‘‘the presence of which in the 
ambient air results from numerous or 
diverse mobile or stationary sources;” 
and ‘“‘for which. . . [the Administrator] 
plans to issue air quality criteria... .”’ 
Air quality criteria are intended to 
“accurately reflect the latest scientific 
knowledge useful in indicating the kind 
and extent of all identifiable effects on 
public health or welfare which may be 
expected from the presence of [a] 
pollutant in the ambient air. . .” (42 
U.S.C. 7408(b)). Under section 109 (42 
U.S.C. 7409), the EPA establishes 
primary (health-based) and secondary 
(welfare-based) NAAQS for pollutants 
for which air quality criteria are issued. 
Section 109(d) requires periodic review 
and, if appropriate, revision of existing 
air quality criteria. The revised air 
quality criteria reflect advances in 
scientific knowledge on the effects of 
the pollutant on public health or 
welfare. The EPA is also required to 
periodically review and, if appropriate, 
revise the NAAQS based on the revised 
criteria. Section 109(d)(2) requires that 
an independent scientific review 
committee ‘‘shall complete a review of 
the criteria. . . and the national 
primary and secondary ambient air 
quality standards. . . and shall 
recommend to the Administrator any 
new. . . standards and revisions of 
existing criteria and standards as may be 
appropriate... .”’ Since the early 
1980's, this independent review 
function has been performed by the 
Clean Air Scientific Advisory 
Committee (CASAC). 

Presently, the EPA is reviewing the 
primary NAAQS for SO>.! The final 


1 The EPA’s call for information for this review 
was issued on May 10, 2013 (78 FR 27387). 


document, announced today, has been 
developed as part of the planning phase 
for the review. This phase began with a 
science policy workshop to identify 
issues and questions to frame the 
review.2 Drawing from the workshop 
discussions, a draft IRP was prepared 
jointly by the EPA’s National Center for 
Environmental Assessment, within the 
Office of Research and Development, 
and EPA’s Office of Air Quality 
Planning and Standards, within the 
Office of Air and Radiation (79 FR 
14035). The draft IRP was reviewed by 
CASAC at a teleconference on April 22, 
2014 (79 FR 16325). Comments from the 
CASAC on the draft IRP were provided 
to us in a July 24, 2014, letter (Frey and 
Diez-Roux, 2014).? The final IRP 
includes consideration of CASAC and 
public comments received on the draft 
IRP. This document presents the current 
plan and specifies the schedule for the 
entire review, the process for 
conducting the review, and the key 
policy-relevant science issues that will 
guide the review. 

Dated: November 3, 2014. 
Mary E. Henigin, 
Acting Director, Office of Air Quality Planning 
and Standards. 
[FR Doc. 2014-26623 Filed 11—7—14; 8:45 am] 
BILLING CODE 6560-50-P 








FEDERAL DEPOSIT INSURANCE 
CORPORATION 


Agency Information Collection 
Activities: Proposed Collection 
Renewal; Comment Request (3064- 
0029) 


AGENCY: Federal Deposit Insurance 
Corporation (FDIC). 
ACTION: Notice and request for comment. 





SUMMARY: The FDIC, as part of its 
continuing effort to reduce paperwork 
and respondent burden, invites the 
general public and other Federal 
agencies to take this opportunity to 
comment on the renewal of an existing 
information collection, as required by 


2 The EPA held a workshop entitled ‘‘Workshop 
to Discuss Policy Relevant Science to Inform EPA’s 
Integrated Plan for Review of the National Ambient 
Air Quality Standards for Sulfur Oxides” on June 
12-13, 2013 (78 FR 27387). 

3 Letter from Dr. H. Christopher Frey and Dr. Ana 
Diez-Roux, Chairs, Clean Air Scientific Advisory 
Committee to the Honorable Gina McCarthy, 
Administrator, US EPA. CASAC Review of the 
EPA's Integrated Review Plan for the Primary 
National Ambient Air Quality Standard for Sulfur 
Dioxide (External Review Draft—March 2014). July 
24, 2014. Available at: http://vosemite.epa.gov/sab/ 
sabproduct.nsf/ 
4620a620d0120/93852572410080d786/ 
CB76219103736A8185257D20006D033D/SFile/ 
EPA-CASAC-14-006+ unsigned.pdf. 


the Paperwork Reduction Act of 1995 
(44 U.S.C. chapter 35). Currently, the 
FDIC is soliciting comment on renewal 
of the information collection described 
below. 

DATES: Comments must be submitted on 
or before January 9, 2015. 

ADDRESSES: Interested parties are 
invited to submit written comments to 
the FDIC by any of the following 
methods: 

e http://www.FDIC.gov/regulations/ 
laws/federal/. 

e Email: comments@fdic.gov Include 
the name of the collection in the subject 
line of the message. 

¢ Mail: Gary A. Kuiper, Counsel, 
(202.898.3877), or John Popeo 
(202.898.6923), Counsel, MB—3098, 
Federal Deposit Insurance Corporation, 
550 17th Street NW., Washington, DC 
20429. Hand Delivery: Comments may 
be hand-delivered to the guard station at 
the rear of the 17th Street Building 
(located on F Street), on business days 
between 7:00 a.m. and 5:00 p.m. 

All comments should refer to the 
relevant OMB control number. A copy 
of the comments may also be submitted 
to the OMB desk officer for the FDIC: 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, New Executive Office Building, 
Washington, DC 20503. 

FOR FURTHER INFORMATION CONTACT: Gary 
A. Kuiper or John Popeo, at the FDIC 
address above. 

SUPPLEMENTARY INFORMATION: 


Proposal to Renew the Following 
Currently-Approved Collection of 
Information 


1. Title: Notification of Performance of 
Bank Services. 

OMB Number: 3064-0029. 

Form Numbers: FDIC 6120/06. 

Affected Public: Business or other 
financial institutions. 

Estimated Number of Respondents: 
400. 

Estimated Time per Response: 1/2 
hour. 

Frequency of Response: On occasion. 

Total estimated annual burden: 200 
hours. 

General Description of Collection: 
Insured state nonmember banks are 
required to notify the FDIC, under 
section 7 of the Bank Service 
Corporation Act (12 U.S.C. 1867), of the 
relationship with a bank service 
corporation. Form 6120/06 (Notification 
of Performance of Bank Services) may 
be used by banks to satisfy the 
notification requirement. 


Request for Comment 


Comments are invited on: (a) Whether 
the collection of information is 
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necessary for the proper performance of 
the FDIC’s functions, including whether 
the information has practical utility; (b) 
the accuracy of the estimates of the 
burden of the information collection, 
including the validity of the 
methodology and assumptions used; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the information collection on 
respondents, including through the use 
of automated collection techniques or 
other forms of information technology. 
All comments will become a matter of 
public record. 

Dated at Washington, DC, this 5th day of 
November 2014. 

Federal Deposit Insurance Corporation. 
Robert E. Feldman, 
Executive Secretary. 
[FR Doc. 2014—26641 Filed 11—7—14; 8:45 am] 
BILLING CODE 6714-01-P 





GENERAL SERVICES 
ADMINISTRATION 


[Notice—CX-2014-01; Docket No. 2014— 
0002; Sequence 32] 


SES Performance Review Board 


AGENCY: General Services 
Administration. 


ACTION: Notice. 





SUMMARY: Notice is hereby given of the 
appointment of new members to the 
General Services Administration Senior 
Executive Service Performance Review 
Board. The Performance Review Board 
assures consistency, stability, and 
objectivity in the performance appraisal 
process. 

DATES: Effective: November 10, 2014. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Antonia T. Harris, Chief Human Capital 
Officer, Office of Human Resources 
Management, General Services 
Administration, 1800 F Street NW., 
Washington, DC 20405, 202-501-0398. 
SUPPLEMENTARY INFORMATION: Section 
4314(c)(1) through (5) of title 5 U.S.C. 
requires each agency to establish, in 
accordance with regulations prescribed 
by the Office of Personnel Management, 
one or more SES performance review 
board(s). The board is responsible for 
making recommendations to the 
appointing and awarding authority on 
the performance appraisal ratings and 
performance awards for the Senior 
Executive Service employees. 

The following have been designated 
as members of the Performance Review 
Board of the General Services 
Administration: 


Denise Roth, Deputy Administrator—Chair. 

Antonia 'T’. Harris, Chief Human Capital 
Officer. 

Christine J. Harada, Associate Administrator 
for Governmentwide Policy. 

Giancarlo Brizzi, Principal Deputy Associate 
Administrator for Governmentwide Policy. 

Thomas A. Sharpe, Jr., Commissioner, 
Federal Acquisition Service. 

Kevin Youel Page, Deputy Commissioner, 
Federal Acquisition Service. 

Linda C. Chero, Regional Commissioner, 
Federal Acquisition Service, Mid-Atlantic 
Region. 

Norman S. Dong, Commissioner, Public 
Buildings Service. 

Michael S. Gelber, Deputy Commissioner, 
Public Buildings Service. 


George E. Northcroft, Regional Administrator, 


Northwest Arctic Region. 
Dated: November 3, 2014. 
Dan Tangherlini, 
Administrator. 
[FR Doc. 2014—26624 Filed 11—7-—14; 8:45 am| 
BILLING CODE 6820-34-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Centers for Medicare & Medicaid 
Services 


[CMS-3298-N] 


Medicare Program; Request for 
Nominations for Members for the 
Medicare Evidence Development & 
Coverage Advisory Committee 


AGENCY: Centers for Medicare & 
Medicaid Services, HHS. 
ACTION: Notice. 





SUMMARY: This notice announces the 
request for nominations for membership 
on the Medicare Evidence Development 
& Coverage Advisory Committee 
(MEDCAC). Among other duties, the 
MEDCAC provides advice and guidance 
to the Secretary of the Department of 
Health and Human Services (the 
Secretary) and the Administrator of the 
Centers for Medicare & Medicaid 
Services (CMS) concerning the 
adequacy of scientific evidence 
available to CMS in making coverage 
determinations under the Medicare 
program. The MEDCAC reviews and 
evaluates medical literature and 
technology assessments, and hears 
public testimony on the evidence 
available to address the impact of 
medical items and services on health 
outcomes of Medicare beneficiaries. 
DATES: Nominations must be received 
by Monday, December 8, 2014. 
ADDRESSES: You may mail nominations 
for membership to the following 
address: Centers for Medicare & 
Medicaid Services, Center for Clinical 


Standards and Quality, Attention: Maria 
Ellis, 7500 Security Boulevard, Mail 
Stop: S3-02-01, Baltimore, MD 21244 
or send via email to 
MEDCACnomination@cms.hhs.gov. 
FOR FURTHER INFORMATION CONTACT: 
Maria Ellis, Executive Secretary for the 
MEDCAC, Centers for Medicare & 
Medicaid Services, Center for Clinical 
Standards and Quality, Coverage and 
Analysis Group, S3—02—01, 7500 
Security Boulevard, Baltimore, MD 
21244 or contact Ms. Ellis by phone 
(410—786—0309) or via email at 
Maria.Ellis@cms.hhs.gov. 


SUPPLEMENTARY INFORMATION: 


I. Background 


The Secretary signed the initial 
charter for the Medicare Coverage 
Advisory Committee (MCAC) on 
November 24, 1998. A notice in the 
Federal Register (63 FR 68780) 
announcing establishment of the MCAC 
was published on December 14, 1998. 
The MCAC name was updated to more 
accurately reflect the purpose of the 
committee and on January 26, 2007, the 
Secretary published a notice in the 
Federal Register (72 FR 3853), 
announcing that the Committee’s name 
changed to the Medicare Evidence 
Development & Coverage Advisory 
Committee (MEDCAC). The charter for 
the committee can be accessed at http:// 
www.cms.gov/Regulations-and- 
Guidance/Guidance/FACA/ 
MEDCAC html. 

The MEDCAC is governed by 
provisions of the Federal Advisory 
Committee Act, Public Law 92—463, as 
amended (5 U.S.C. App. 2), which sets 
forth standards for the formulation and 
use of advisory committees, and is 
authorized by section 222 of the Public 
Health Service Act as amended (42 
U.S.C. 217A). 

We are requesting nominations for 
candidates to serve on the MEDCAC. 
Nominees are selected based upon their 
individual qualifications and not solely 
as representatives of professional 
associations or societies. We wish to 
ensure adequate representation of the 
interests of both women and men, 
members of all ethnic groups, and 
physically challenged individuals. 
Therefore, we encourage nominations of 
qualified candidates who can represent 
these interests. 

The MEDCAC consists of a pool of 
100 appointed members including: 94 
at-large standing members (6 of whom 
are patient advocates), and 6 
representatives of industry interests. 
Members generally are recognized 
authorities in clinical medicine 
including subspecialties, administrative 
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medicine, public health, biological and 
physical sciences, epidemiology and 
biostatistics, clinical trial design, health 
care data management and analysis, 
patient advocacy, health care 
economics, medical ethics or other 
relevant professions. 

The MEDCAC works from an agenda 
provided by the Designated Federal 
Official. The MEDCAC reviews and 
evaluates medical literature and 
technology assessments, and hears 
public testimony on the evidence 
available to address the impact of 
medical items and services on health 
outcomes of Medicare beneficiaries. The 
MEDCAC may also advise the Centers 
for Medicare & Medicaid Services (CMS) 
as part of Medicare’s ‘‘coverage with 
evidence development” initiative. 


II. Provisions of the Notice 


As of June 2015, there will be 16 
membership terms expiring. Of the 16 
memberships expiring, 2 are industry 
representatives, 1 is a patient advocate, 
and the remaining 13 membership 
openings are for the at-large standing 
MEDCAC membership. 

We wish to ensure adequate 
representation of the interests of both 
women and men, members of all ethnic 
groups and physically challenged 
individuals. Therefore, we encourage 
nominations of qualified candidates 
from these groups. 

All nominations must be 
accompanied by curricula vitae. 
Nomination packages should be sent to 
Maria Ellis at the address listed in the 
ADDRESSES section of this notice. 
Nominees are selected based upon their 
individual qualifications. Nominees for 
membership must have expertise and 
experience in one or more of the 
following fields: 
¢ Clinical medicine including 
subspecialties 
Administrative medicine 
Public health 
Biological and physical sciences 
Epidemiology and biostatistics 
Clinical trial design 
Health care data management and 
analysis 
Patient advocacy 
Health care economics 
Medical ethics 
Other relevant professions 
We are looking particularly for 
experts in a number of fields. These 
include cancer screening, genetic 
testing, clinical epidemiology, 
psychopharmacology, screening and 
diagnostic testing analysis, and vascular 
surgery. We also need experts in 
biostatistics in clinical settings, 
dementia treatment, minority health, 


observational research design, stroke 
epidemiology, and women’s health. 


The nomination letter must include a 
statement that the nominee is willing to 
serve as a member of the MEDCAC and 
appears to have no conflict of interest 
that would preclude membership. We 
are requesting that all curricula vitae 
include the following: 


e Date of birth 

e Place of birth 

e Social security number 

e Title and current position 

e Professional affiliation 

e Home and business address 
e¢ Telephone and fax numbers 
e Email address 

e List of areas of expertise 


In the nomination letter, we are 
requesting that nominees specify 
whether they are applying for a patient 
advocate position, for an at-large 
standing position, or as an industry 
representative. Potential candidates will 
be asked to provide detailed information 
concerning such matters as financial 
holdings, consultancies, and research 
grants or contracts in order to permit 
evaluation of possible sources of 
financial conflict of interest. Department 
policy prohibits multiple committee 
memberships. A federal advisory 
committee member may not serve on 
more than one committee within an 
agency at the same time. 


Members are invited to serve for 
overlapping 2-year terms. A member 
may continue to serve after the 
expiration of the member’s term until a 
successor is named. Any interested 
person may nominate one or more 
qualified persons. Self-nominations are 
also accepted. Individuals interested in 
the representative positions must 
include a letter of support from the 
organization or interest group they 
would represent. The current 
Secretary’s Charter for the MEDCAC is 
available on the CMS Web site at: 
http://www.cms.hhs.gov/FACA/ 
Downloads/medcaccharter.pdf, or you 
may obtain a copy of the charter by 
submitting a request to the contact listed 
in the FOR FURTHER INFORMATION 
CONTACT section of this notice. 


Authority: 5 U.S.C. App. 2, section 10(a)(1) 
and (a)(2). 


(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program.) 


Dated: November 4, 2014. 
Patrick Conway, 
Deputy Administrator for Innovation and 
Quality and CMS Chief Medical Officer, 
Centers for Medicare & Medicaid Services. 
[FR Doc. 2014-26699 Filed 11—7-14; 8:45 am] 
BILLING CODE 4120-01-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Food and Drug Administration 
[Docket No. FDA-—2011—N-0362] 


Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Current Good 
Manufacturing Practice Regulations for 
Finished Pharmaceuticals 


AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 





SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the Agency. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), Federal Agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of an existing collection of 
information, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 
the current good manufacturing practice 
(CGMP) regulations for finished 
pharmaceuticals. 


DATES: Submit either electronic or 
written comments on the collection of 
information by January 9, 2015. 
ADDRESSES: Submit electronic 
comments on the collection of 
information to: http:// 
www.regulations.gov. Submit written 
comments on the collection of 
information to the Division of Dockets 
Management (HFA 305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. All 
comments should be identified with the 
docket number found in brackets in the 
heading of this document. 

FOR FURTHER INFORMATION CONTACT: FDA 
PRA Staff, Office of Operations, Food 
and Drug Administration, 8455 
Colesville Rd., COLE-14526, Silver 
Spring, MD 20993-0002, PRAStaff@ 


fda.hhs.gov. 


SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501-3520), Federal 
Agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
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information they conduct or sponsor. 
“Collection of information’”’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes Agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
Agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document. 

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology. 


Current Good Manufacturing Practice 
Regulations for Finished 
Pharmaceuticals—21 CFR Parts 210 
and 211 (OMB Control Number 0910- 
0139)—Extension 


Under section 501(a)(2)(B) of the 
Federal Food, Drug, and Cosmetic Act 
(the FD&C Act) (21 U.S.C. 351(a)(2)(B)), 
a drug is adulterated if the methods 
used in, or the facilities or controls used 
for, its manufacture, processing, 
packing, or holding do not conform to 
or are not operated or administered in 
conformity with CGMPs to ensure that 
such drug meets the requirements of the 
FD&C Act as to safety, and has the 
identity and strength, and meets the 
quality and purity characteristics, which 
it purports or is represented to possess. 

The FDA has the authority under 
section 701(a) of the FD&C Act (21 
U.S.C. 371(a)) to issue regulations for 
the efficient enforcement of the FD&C 
Act regarding CGMP procedures for 
manufacturing, processing, and holding 
drugs and drug products. The CGMP 
regulations help ensure that drug 
products meet the statutory 
requirements for safety and have their 





purported or represented identity, 
strength, quality, and purity 
characteristics. The information 
collection requirements in the CGMP 
regulations provide FDA with the 
necessary information to perform its 
duty to protect public health and safety. 
CGMP requirements establish 
accountability in the manufacturing and 
processing of drug products, provide for 
meaningful FDA inspections, and 
enable manufacturers to improve the 
quality of drug products over time. The 
CGMP recordkeeping requirements also 
serve preventive and remedial purposes 
and provide crucial information if it is 
necessary to recall a drug product. 

The general requirements for 
recordkeeping under part 211 (21 CFR 
part 211) are set forth in § 211.180. Any 
production, control, or distribution 
record associated with a batch and 
required to be maintained in 
compliance with part 211 must be 
retained for at least 1 year after the 
expiration date of the batch and, for 
certain over-the-counter (OTC) drugs, 3 
years after distribution of the batch 
(§ 211.180(a)). Records for all 
components, drug product containers, 
closures, and labeling are required to be 
maintained for at least 1 year after the 
expiration date and 3 years for certain 
OTC products (§ 211.180(b)). 

All part 211 records must be readily 
available for authorized inspections 
during the retention period 
(§ 211.180(c)), and such records may be 
retained either as original records or as 
true copies (§ 211.180(d)). In addition, 
21 CFR 11.2(a) provides that “‘for 
records required to be maintained but 
not submitted to the Agency, persons 
may use electronic records in lieu of 
paper records or electronic signatures in 
lieu of traditional signatures, in whole 
or in part, provided that the 
requirements of this part are met.” To 
the extent this electronic option is used, 
the burden of maintaining paper records 
should be substantially reduced, as 
should any review of such records. 

In order to facilitate improvements 
and corrective actions, records must be 
maintained so that data can be used for 
evaluating, at least annually, the quality 
standards of each drug product to 
determine the need for changes in drug 
product specifications or manufacturing 
or control procedures (§ 211.180(e)). 
Written procedures for these evaluations 
are to be established and include 
provisions for a review of a 
representative number of batches and, 
where applicable, records associated 
with the batch; provisions for a review 
of complaints, recalls, returned, or 
salvaged drug products; and 


investigations conducted under 
§ 211.192 for each drug product. 

The specific recordkeeping 
requirements provided in table 1 are as 
follows: 

Section 211.34—Consultants advising 
on the manufacture, processing, 
packing, or holding of drug products 
must have sufficient education, training, 
and experience to advise on the subject 
for which they are retained. Records 
must be maintained stating the name, 
address, and qualifications of any 
consultants and the type of service they 
provide. 

Section 211.67(c)—Records must be 
kept of maintenance, cleaning, 
sanitizing, and inspection as specified 
in §§ 211.180 and 211.182. 

Section 211.68—Appropriate controls 
must be exercised over computer or 
related systems to assure that changes in 
master production and control records 
or other records are instituted only by 


authorized personnel. 

Section 211.68(a)—Records must be 
maintained of calibration checks, 
inspections, and computer or related 
system programs for automatic, 
mechanical, and electronic equipment. 

Section 211.68(b)—All appropriate 
controls must be exercised over all 
computers or related systems and 
control data systems to assure that 
changes in master production and 
control records or other records are 
instituted only by authorized persons. 

Section 211.72—Filters for liquid 
filtration used in the manufacture, 
processing, or packing of injectable drug 
products intended for human use must 
not release fibers into such products. 

Section 211.80(d)—Each container or 
grouping of containers for components 
or drug product containers or closures 
must be identified with a distinctive 
code for each lot in each shipment 
received. This code must be used in 
recording the disposition of each lot. 
Each lot must be appropriately 
identified as to its status. 

Section 211.100(b)—Written 
production and process control 
procedures must be followed in the 
execution of the various production and 
process control functions and must be 
documented at the time of performance. 
Any deviation from the written 
procedures must be recorded and 
justified. 

Section 211.105(b)—Major equipment 
must be identified by a distinctive 
identification number or code that must 
be recorded in the batch production 
record to show the specific equipment 
used in the manufacture of each batch 
of a drug product. In cases where only 
one of a particular type of equipment 
exists in a manufacturing facility, the 
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name of the equipment may be used in 
lieu of a distinctive identification 


number or code. 
Section 211.122(c)—Records must be 


maintained for each shipment received 
of each different labeling and packaging 
material indicating receipt, 
examination, or testing. 

Section 211.130(e)—Inspection of 
packaging and labeling facilities must be 
made immediately before use to assure 
that all drug products have been 
removed from previous operations. 
Inspection must also be made to assure 
that packaging and labeling materials 
not suitable for subsequent operations 
have been removed. Results of 
inspection must be documented in the 
batch production records. 

Section 211.132(c)—Certain retail 
packages of OTC drug products must 
bear a statement that is prominently 
placed so consumers are alerted to the 
specific tamper-evident feature of the 
package. The labeling statement is 
required to be so placed that it will be 
unaffected if the tamper-resistant feature 
of the package is breached or missing. 
If the tamper-evident feature chosen is 
one that uses an identifying 
characteristic, that characteristic is 
required to be referred to in the labeling 
statement. 

Section 211.132(d)—A request for an 
exemption from packaging and labeling 
requirements by a manufacturer or 
packer is required to be submitted in the 
form of a citizen petition under 21 CFR 
10.30. 

Section 211.137—Requirements 
regarding product expiration dating and 
compliance with 21 CFR 201.17. 

Section 211.160(a)—The 
establishment of any specifications, 
standards, sampling plans, test 
procedures, or other laboratory control 
mechanisms, including any change in 
such specifications, standards, sampling 
plans, test procedures, or other 
laboratory control mechanisms, must be 
drafted by the appropriate 
organizational unit and reviewed and 
approved by the quality control unit. 
These requirements must be followed 
and documented at the time of 
performance. Any deviation from the 
written specifications, standards, 
sampling plans, test procedures, or 
other laboratory control mechanisms 
must be recorded and justified. 

Section 211.165(e)—The accuracy, 
sensitivity, specificity, and 
reproducibility of test methods 
employed by a firm must be established 
and documented. Such validation and 
documentation may be accomplished in 
accordance with § 211.194(a)(2). 

Section 211.166—Stability testing 
program for drug products. 


Section 211.173—Animals used in 
testing components, in-process 
materials, or drug products for 
compliance with established 
specifications must be maintained and 
controlled in a manner that assures their 
suitability for their intended use. They 
must be identified, and adequate 
records must be maintained showing the 
history of their use. 

Section 211.180(e)—Written records 
required by part 211 must be 
maintained so that data can be used for 
evaluating, at least annually, the quality 
standards of each drug product to 
determine the need for changes in drug 
product specifications or manufacturing 
or control procedures. Written 
procedures must be established and 
followed for such evaluations and must 
include provisions for a representative 
number of batches, whether approved or 
unapproved or rejected, and a review of 
complaints, recalls, returned, or 
salvaged drug products, and 
investigations conducted under 
§ 211.192 for each drug product. 

Section 211.180(f)—Procedures must 
be established to assure that the 
responsible officials of the firm, if they 
are not personally involved in or 
immediately aware of such actions, are 
notified in writing of any investigations, 
conducted under § 211.198, 211.204, or 
211.208, any recalls, reports of 
inspectional observations issued, or any 
regulatory actions relating to good 
manufacturing practices brought by 
FDA. 

Section 211.182—Specifies 
requirements for equipment cleaning 
records and the use log. 

Section 211.184—Specifies 
requirements for component, drug 
product container, closure, and labeling 
records, 

Section 211.186—Specifies master 
production and control records 
requirements. 

Section 211.188—Specifies batch 
production and control records 
requirement. 

Section 211.192—Specifies the 
information that must be maintained on 
the investigation of discrepancies found 
in the review of all drug product 
production and control records by the 
quality control staff. 

Section 211.194—Explains and 
describes laboratory records that must 
be retained. 

Section 211.196—Specifies the 
information that must be included in 
records on the distribution of the drug. 

Section 211.198—Specifies and 
describes the handling of all complaint 
files received by the applicant. 

Section 211.204—Specifies that 
records be maintained of returned and 


salvaged drug products and describes 
the procedures involved. 

Written procedures, referred to here 
as standard operating procedures 
(SOPs), are required for many part 211 
records. The current SOP requirements 
were initially provided in a final rule 
published in the Federal Register of 
September 29, 1978 (43 FR 45014), and 
are now an integral and familiar part of 
the drug manufacturing process. The 
major information collection impact of 
SOPs results from their creation. 
Thereafter, SOPs need to be periodically 
updated. A combined estimate for 
routine maintenance of SOPs is 
provided in table 1. The 25 SOP 
provisions under part 211 in the 
combined maintenance estimate 
include: 

Section 211.22(d)—Responsibilities 
and procedures of the quality control 
unit; 

Section 211.56(b)—Sanitation 
procedures; 

Section 211.56(c)—Use of suitable 
rodenticides, insecticides, fungicides, 
fumigating agents, and cleaning and 
sanitizing agents; 

Section 211.67(b)—Cleaning and 
maintenance of equipment; 

Section 211.68(a)—Proper 
performance of automatic, mechanical, 
and electronic equipment; 

Section 211.80(a)—Receipt, 
identification, storage, handling, 
sampling, testing, and approval or 
rejection of components and drug 
product containers or closures; 

Section 211.94(d)—Standards or 
specifications, methods of testing, and 
methods of cleaning, sterilizing, and 
processing to remove pyrogenic 
properties for drug product containers 
and closures; 

Section 211.100(a)—Production and 
process control; 

Section 211.110(a)—Sampling and 
testing of in-process materials and drug 
products; 

Section 211.113(a)—Prevention of 
objectionable microorganisms in drug 
products not required to be sterile; 

Section 211.113(b)—Prevention of 
microbiological contamination of drug 
products purporting to be sterile, 
including validation of any sterilization 
process; 

Section 211.115(a)—System for 
reprocessing batches that do not 
conform to standards or specifications, 
to insure that reprocessed batches 
conform with all established standards, 
specifications, and characteristics; 

Section 211.122(a)—Receipt, 
identification, storage, handling, 
sampling, examination and/or testing of 
labeling and packaging materials; 
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Section 211.125(f)—Control 
procedures for the issuance of labeling; 

Section 211.130—Packaging and label 
operations, prevention of mixup and 
cross contamination, identification and 
handling of filed drug product 
containers that are set aside and held in 
unlabeled condition, and identification 
of the drug product with a lot or control 
number that permits determination of 
the history of the manufacture and 
control of the batch; 

Section 211.142—Warehousing; 

Section 211.150—Distribution of drug 
products; 

Section 211.160—Laboratory controls; 

Section 211.165(c)—Testing and 
release for distribution; 

Section 211.166(a)—Stability testing; 

Section 211.167—Special testing 
requirements; 


Section 211.180(f)—Notification of 
responsible officials of investigations, 
recalls, reports of inspectional 
observations, and any regulatory actions 
relating to good manufacturing practice; 

Section 211.198(a)—Written and oral 
complaint procedures, including quality 
control unit review of any complaint 
involving specifications failures, and 
serious and unexpected adverse drug 
experiences; 

Section 211.204—Holding, testing, 
and reprocessing of returned drug 
products; and 

Section 211.208—Drug product 
salvaging. 

In addition, the following regulations 
in parts 610 and 680 (21 CFR parts 610 
and 680) reference certain CGMP 
regulations in part 211: §§ 610.12(g), 
610.13(a)(2), 610.18(d), 680.2(f), and 


680.3(f). In table 1, the burden 
associated with the information 
collection requirements in these 
regulations is included in the burden 
estimates under §§ 211.165, 211.167, 
211.188, and 211.194, as appropriate. 

Although most of the CGMP 
provisions covered in this document 
were created many years ago, there will 
be some existing firms expanding into 
new manufacturing areas and startup 
firms that will need to create SOPs. As 
provided in table 1, FDA is assuming 
that approximately 100 firms will have 
to create up to 25 SOPs for a total of 
2,500 records, and the Agency estimates 
that it will take 20 hours per 
recordkeeper to create 25 new SOPs for 
a total of 50,000 hours. 

FDA estimates the burden of this 
collection of information as follows: 


TABLE 1—ESTIMATED ANNUAL RECORDKEEPING BURDEN ' 


21 CFR Section 


SOP Maintenance 
New startup SOPs 
211.34—Consultants 





211.67(c)—Equipment cleaning and maintenance ... 
211.68—Changes in master production and control 
records or other records. 
211.68(a)—Automatic, mechanical, and electronic 
equipment. 
211.68(b)—Computer or related systems 
211.72—Filters 
211.80(d)—Components and drug product con- 
tainers or closures. 
211.100(b)—Production and process controls 
211.105(b)—Equipment identification 
211.122(c)—Labeling and packaging material 
211.130(e)—Labeling and packaging facilities 
211.132(c)—Tamper-evident packaging 
211.132(d)—Tamper-evident packaging 
211.137—Expiration dating 
211.160(a)—Laboratory controls 
211.165(e)—Test methodology 
211.166—Stability testing 
211.173—Laboratory animals 
211.180(e)—Production, control, 
records. 
211.180(f)—Procedures for notification of regulatory 
actions. 
211.182—Equipment cleaning and use log 
211.184—Component, drug product container, clo- 
sure, and labeling records. 
211.186—Master production and control records 
211.188—Batch production and control records ....... 
211.192—Discrepancies in drug product production 
and control records. 
211.194—Laboratory records 
211.196—Distribution records 
211.198—Compliant files 
211.204—Returned drug products 


and_ distribution 














1There are no capital costs or operating and maintenance costs associated with this collection of information. 





Number of Number of Total Average 
recordkeepers records per annual burden per Total hours 
recordkeeper records recordkeeping 
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Dated: November 4, 2014. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2014-26596 Filed 11—7-14; 8:45 am] 
BILLING CODE 4164-01-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Food and Drug Administration 
[Docket No. FDA-2013—N-1106] 


Armando Santos: Debarment Order 


AGENCY: Food and Drug Administration, 
HHS. 


ACTION: Notice. 








SUMMARY: The Food and Drug 
Administration (FDA) is issuing an 
order under the Federal Food, Drug, and 
Cosmetic Act (the FD&C Act) debarring 
Armando Santos from providing 
services in any capacity to a person that 
has an approved or pending drug 
product application for a period of 12 
years. FDA bases this order on a finding 
that Mr. Santos was convicted of seven 
felony counts under Federal law for 
conduct involving health care fraud, 
conspiracy to commit health care fraud, 
and false statements related to health 
care matters and that this pattern of 
conduct is sufficient to find that there 
is reason to believe he may violate 
requirements under the FD&C Act 
relating to drug products. Mr. Santos 
was given notice of the proposed 
debarment and an opportunity to 
request a hearing within the timeframe 
prescribed by regulation. Mr. Santos 
failed to respond. Mr. Santos’s failure to 
respond constitutes a waiver of his right 
to a hearing concerning this action. 
DATES: This order is effective November 
10, 2014. 


ADDRESSES: Submit applications for 
termination of debarment to the 
Division of Dockets Management (HFA-— 
305), Food and Drug Administration, 
5630 Fishers Lane, Rm. 1061, Rockville, 
MD 20852. 

FOR FURTHER INFORMATION CONTACT: 
Kenny Shade, Division of Enforcement, 
Office of Enforcement and Import 
Operations, Office of Regulatory Affairs, 
Food and Drug Administration, 12420 
Parklawn Dr., Element Bldg., Rm. 4144, 
Rockville, MD 20857, 301-796-4640. 


SUPPLEMENTARY INFORMATION: 


I. Background 

Section 306(b)(2)(B)(ii)(I) of the FD&C 
Act (21 U.S.C. 335a(b)(2)(B)(ii)(D) 
permits debarment of an individual if 
FDA finds that the individual has been 
convicted of a felony under Federal law 


for conduct that involves bribery, 
payment of illegal gratuities, fraud, 
perjury, false statement, racketeering, 
blackmail, extortion, falsification or 
destruction of records, or interference 
with, obstruction of an investigation 
into, or prosecution of any criminal 
offense, and it finds, on the basis of the 
conviction and other information, that 
such individual has demonstrated a 
pattern of conduct sufficient to find that 
there is reason to believe the individual 
may violate requirements under the 
FD&C Act relating to drug products. 

On August 15, 2011, the U.S. District 
Court for the Southern District of 
Florida entered judgment against Mr. 
Santos after a jury found him guilty of 
four counts of health care fraud in 
violation of 18 U.S.C. 1347, one count 
of conspiracy to commit health care 
fraud in violation of 18 U.S.C. 1349, and 
two counts of false statements related to 
health care matters in violation of 18 
U.S.C. 1035(a)(2). 

The FDA’s finding that debarment is 
appropriate is based on the felony 
convictions referenced herein. The 
factual basis for these convictions is as 
follows: Mr. Santos was a registered 
nurse working for a home health agency 
located in the Southern District of 
Florida. As a registered nurse in the 
home health field, it was Mr. Santos’s 
duty to provide skilled nursing services 
to patients and maintain proper 
documentation of all treatments 
provided to patients. 

From on or about June 29, 2007, 


through on or about March 13, 2009, Mr. 


Santos conspired with others to defraud 
Medicare. Mr. Santos and his 
coconspirators, among other things, 
submitted and caused the submission of 
false and fraudulent claims to Medicare, 
and paid kickbacks and bribes to 
Medicare beneficiaries in exchange for 
the use of their Medicare beneficiary 
numbers as the bases of claims filed for 
home health care. Mr. Santos and his 
co-conspirators signed patient 
assessment forms falsely certifying that 
Medicare beneficiaries were in need of 
home health services that were 
medically unnecessary. 

Mr. Santos created false weekly visit/ 
time records in which he claimed to be 
providing skilled nursing services to 
two separate Medicare beneficiaries at 
the same time. On four separate 
occasions, Mr. Santos submitted and 
caused the submission of false and 
fraudulent claims to Medicare, 
representing that he had provided 
various home health services to 
beneficiaries pursuant to physicians’ 
plans of care. He caused a home health 
agency to submit approximately 
$230,315 in false and fraudulent claims 


to Medicare for home health services 
allegedly rendered to Medicare 
beneficiaries, when such home health 
services were not medically necessary 
and had not been provided. As a result 
of these fraudulent claims, Mr. Santos 
caused Medicare to make payments of 
approximately $152,664 to a Miami- 
Dade County home health agency. 

In addition, Mr. Santos knowingly 
and willfully made materially false 
statements and representations, in 
connection with the delivery of and 
payment for health care benefits, items, 
and services. Specifically, Mr. Santos 
prepared documents entitled “Skilled 
Nursing Progress Note[s]’’ which falsely 
stated that he had injected Medicare 
beneficiaries with insulin on two 
occasions, when he knew he had not 
performed these services. 

As a result of his convictions, on 
April 9, 2014, FDA sent Mr. Santos a 
notice by certified mail proposing to 
debar him for 12 years from providing 
services in any capacity to a person that 
has an approved or pending drug 
product application. The proposal was 
based on the finding, under section 
306(b)(2)(B)(ii)(I) of the FD&C Act, that 
Mr. Santos was convicted of seven 
felonies under Federal law for conduct 
involving health care fraud, conspiracy 
to commit health care fraud, and false 
statements related to health care 
matters, and that the Agency found, on 
the basis of these convictions and other 
information, that Mr. Santos had 
demonstrated a pattern of conduct 
sufficient to find that there is reason to 
believe he may violate requirements 
under the FD&C Act relating to drug 
products. This conclusion was based on 
the fact that Mr. Santos had legal and 
professional obligations to ensure that 
he kept accurate medical records for 
each patient and that he submitted 
accurate medical claims for services he 
provided. Instead, Mr. Santos signed 
patient assessment forms falsely 
certifying that Medicare beneficiaries 
were in need of home health services 
that were medically unnecessary, and 
he submitted false weekly visit/time 
records. Mr. Santos additionally 
prepared false ‘‘Skilled Nursing Progress 
Note[s]”’ stating that he had injected two 
Medicare beneficiaries with insulin 
when he had not done so. He submitted 
and caused the submission of false and 
fraudulent claims to Medicare. He 
engaged in this conduct repeatedly over 
a period of almost 2 years. His 
convictions indicate that he knowingly 
and willfully disregarded his legal and 
professional obligations to keep accurate 
medical records and to submit accurate 
claims for the services he provided. 
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Having considered the conduct that 
forms the basis of his conviction and the 
fact that this conduct occurred in the 
course of his profession and showed a 
disregard for the obligations of his 
profession, FDA finds that Mr. Santos 
has demonstrated a pattern of conduct 
sufficient to find that there is reason to 
believe that, if he were to provide 
services to a person that has an 
approved or pending drug application, 
he may violate requirements under the 
FD&C Act relating to drug products. 
Therefore, FDA has reason to believe 
that, if Mr. Santos were to provide 
services to a person that has an 
approved or pending drug application, 
he may violate requirements under the 
FD&C Act relating to drug products. 

The proposal eed Mr. Santos an 
opportunity to request a hearing, 
providing him 30 days from the date of 
receipt of the letter in which to file the 
request, and advised him that failure to 
request a hearing constituted a waiver of 
the opportunity for a hearing and of any 
contentions concerning this action. The 
proposal was received on April 16, 
2014. Mr. Santos failed to respond 
within the timeframe prescribed by 
regulation and has, therefore, waived 
his opportunity for a hearing and any 
contentions concerning his debarment 
(21 CFR part 12). 


II. Findings and Order 


Therefore, the Director, Office of 
Enforcement and Import Operations, 
Office of Regulatory Affairs, under 
section 306(b)(2)(B)(ii)(1) of the FD&C 
Act under authority delegated to him 
(Staff Manual Guide 1410.35), finds that 
Armando Santos has been convicted of 
seven counts of felonies under Federal 
law for conduct involving health care 
fraud, conspiracy to commit health care 
fraud, and false statements related to 
health care matters, and, on the basis of 
these convictions and other information, 
finds that Mr. Santos has demonstrated 
a pattern of conduct sufficient to find 
that there is reason to believe he may 
violate requirements under the FD&C 
Act relating to drug products. 

As a result of the foregoing finding, 
Armando Santos is debarred for 12 years 
from providing services in any capacity 
to a person with an approved or 
pending drug product application under 
sections 505, 512, or 802 of the FD&C 
Act (21 U.S.C. 355, 360b, or 382), or 
under section 351 of the Public Health 
Service Act (42 U.S.C. 262), effective 
(see DATES) (see sections 306(c)(1)(B), 
306(c)(2)(A)(iii), and 201(dd) of the 
FD&C Act (21 U.S.C. 321(dd))). Any 
person with an approved or pending 
drug product application who 
knowingly employs or retains as a 





consultant or contractor, or otherwise 
uses the services of Mr. Santos, in any 
capacity during his debarment, will be 
subject to civil money penalties (section 
307(a)(6) of the FD&C Act (21 U.S.C. 
335b(a)(6))). If Mr. Santos provides 
services in any capacity to a person with 
an approved or pending drug product 
application during his period of 
debarment he will be subject to civil 
money penalties (section 307(a)(7) of the 
FD&C Act). In addition, FDA will not 
accept or review any abbreviated new 
drug applications from Mr. Santos 
during his period of debarment (section 
306(c)(1)(B) of the FD&C Act). 

Any application by Mr. Santos for 
termination of debarment under section 
306(d)(4) of the FD&C Act should be 
identified with Docket No. FDA—2013- 
N-1106 and sent to the Division of 
Dockets Management (see ADDRESSES). 
All such submissions are to be filed in 
four copies. The public availability of 
information in these submissions is 
governed by 21 CFR 10.20. 

Any application by Mr. Santos for 
termination of debarment under section 
306(d)(1) of the FD&C Act should be 
identified with Docket No. FDA—2013- 
N-1106 and sent to the Division of 
Dockets Management (see ADDRESSES). 
All such submissions are to be filed in 
four copies. The public availability of 
information in these submissions is 
governed by 21 CFR 10.20(j). 

Publicly available submissions may 
be seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: November 4, 2014. 

Armando Zamora, 

Deputy Director, Office of Enforcement and 
Import Operations, Office of Regulatory 
Affairs. 

[FR Doc. 2014-26562 Filed 11—7—14; 8:45 am] 
BILLING CODE 4164-01-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Food and Drug Administration 
[Docket No. FDA-2014—N-0001] 


Bone, Reproductive and Urologic 
Drugs Advisory Committee and the 
Drug Safety and Risk Management 
Advisory Committee; Notice of Meeting 


AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 


This notice announces a forthcoming 
meeting of an advisory committee of the 
Food and Drug Administration (FDA). 
At least one portion of the meeting will 
be closed to the public. 


Name of Committees: Bone, 
Reproductive and Urologic Drugs 
Advisory Committee and the Drug 
Safety and Risk Management Advisory 
Committee. 

General Function of the Committees: 
To provide advice and 
recommendations to the Agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on December 18, 2014, from 8:30 
a.m, to 5 p.m. 

Location: FDA White Oak Campus, 
10903 New Hampshire Ave., Bldg. 31 
Conference Center, the Great Room (Rm. 
1503), Silver Spring, MD 20993-0002. 
Information regarding special 
accommodations due to a disability, 
visitor parking, and transportation may 
be accessed at: http://www.fda.gov/ 
AdvisoryCommittees/default.htm; under 
the heading “Resources for You,” click 
on “Public Meetings at the FDA White 
Oak Campus.” Please note that visitors 
to the White Oak Campus must enter 
through Building 1. 

Contact Person: Kalyani Bhatt, Center 
for Drug Evaluation and Research, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 31, Rm. 2417, 
Silver Spring, MD 20993-0002, 301- 
796-9001, Fax: 301-847-8533, email: 
BRUDAC@fda.hhs.gov, or FDA Advisory 
Committee Information Line, 1-800- 
741-8138 (301-443-0572 in the 
Washington, DC area). A notice in the 
Federal Register about last minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 
enough to provide timely notice. 
Therefore, you should always check the 
Agency’s Web site at http:// 
www.fda.gov/AdvisoryCommittees/ 
default.htm and scroll down to the 
appropriate advisory committee meeting 
link, or call the advisory committee 
information line to learn about possible 
modifications before coming to the 
meeting. 

Agenda: The meeting will be closed to 
permit discussion of whether FDA 
should permit further clinical 
development of an existing 
investigational drug product, which will 
include the review of trade secret and/ 
or confidential information. 

Procedure: On December 18, 2014, 
from 8:30 a.m. to 9:45 a.m., the meeting 
is open to the public. Interested persons 
may present data, information, or views, 
orally or in writing, on issues pending 
before the committees. Written 
submissions may be made to the contact 
person on or before December 4, 2014. 
Oral presentations from the public will 
be scheduled between approximately 
8:45 a.m. and 9:45 a.m. Those 
individuals interested in making formal 
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oral presentations should notify the 
contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before November 24, 2014. Time 
allotted for each presentation may be 
limited. If the number of registrants 
requesting to speak is greater than can 
be reasonably accommodated during the 
scheduled open public hearing session, 
FDA may conduct a lottery to determine 
the speakers for the scheduled open 
public hearing session. The contact 
person will notify interested persons 
regarding their request to speak by 
November 25, 2014. 


Closed Committee Deliberations: On 
December 18, 2014, from 9:45 a.m. to 5 
p.m., the meeting will be closed to 
permit discussion and review of trade 
secret and/or confidential commercial 
information (5 U.S.C. 552b(c)(4)). 
During this session, the committees will 
review data from an investigational new 
drug (IND) application. Information 
regarding pending applications, 
including active INDs, is generally not 
publicly available under applicable laws 
and regulations, including 21 CFR 
312.120 and 314.430. 


Persons attending FDA’s advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 


FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact Kalyani 
Bhatt at least 7 days in advance of the 
meeting. 


FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.htm for procedures on 
public conduct during advisory 
committee meetings. 


Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2). 

Dated: November 4, 2014. 

Jill Hartzler Warner, 

Associate Commissioner for Special Medical 
Programs. 

[FR Doc. 2014-26582 Filed 11—7-14; 8:45 am] 
BILLING CODE 4164-01-P 








DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


National Heart, Lung, and Blood 
Institute; Notice of Closed Meetings 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
contact proposals and the discussions 
could disclose confidential trade secrets 
or commercial property such as 
patentable material, and personal 
information concerning individuals 
associated with the grant applications 
and contract proposals, the disclosure of 
which would constitute a clearly 
unwarranted invasion of personal 
privacy. 

Name of Committee: National Heart, Lung, 
and Blood Institute Special Emphasis Panel; 
NHLBI T32 Institutional Training Grants. 

Date: December 2, 2014. 

Time: 3:00 p.m. to 5:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 6701 
Rockledge Drive, Room 7189, Bethesda, MD 
20892 (Telephone Conference Call). 

Contact Person: Stephanie L Constant, 
Ph.D., Scientific Review Officer, Office of 
Scientific Review/DERA National Heart, 
Lung, and Blood Institute, 6701 Rockledge 
Drive, Room 7189, Bethesda, MD 20892, 301-— 
443-8784, constants/@nhlbi.nih.gov. 

Name of Committee: Heart, Lung, and 
Blood Initial Review Group; Heart, Lung, and 
Blood Program Project Review Committee. 

Date: December 5, 2014. 

Time: 8:00 a.m. to 3:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: Hyatt Regency Bethesda, One 
Bethesda Metro Center, 7400 Wisconsin 
Avenue, Bethesda, MD 20814. 

Contact Person: Jeffrey H Hurst, Ph.D., 
Scientific Review Officer, Office of Scientific 
Review/DERA, National Heart, Lung, and 
Blood Institute, National Institutes of Health, 
6701 Rockledge Drive, Room 7208, Bethesda, 
MD 20892, 301-435-0303, hurstj@ 
nhlbi.nih.gov. 

Name of Committee: Nationa] Heart, Lung, 
and Blood Institute Special Emphasis Panel; 
Multi-Ethnic Study of Atherosclerosis. 

Date: December 5, 2014. 

Time: 1:00 p.m. to 4:30 p.m. 

Agenda: To review and evaluate contract 
proposals. 

Place: National Institute of Health, 6701 
Rockledge Drive, Room 7178, Rockville, MD 
20892 (‘Telephone Conference Call). 

Contact Person: William J Johnson, Ph.D., 
Scientific Review Officer, Office of Scientific 
Review/DERA, National Heart, Lung, and 


Blood Institute, 6701 Rockledge Drive, Room 
7178, Bethesda, MD 20892-7924, 301-435-— 
0725, johnsonwj@nhlbi.nih.gov. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.233, National Center for 
Sleep Disorders Research; 93.837, Heart and 
Vascular Diseases Research; 93.838, Lung 
Diseases Research; 93.839, Blood Diseases 
and Resources Research, National Institutes 
of Health, HHS) 


Dated: November 4, 2014. 
Michelle Trout, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2014-26606 Filed 11—7—14; 8:45 am] 
BILLING CODE 4140-01-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meetings 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 


The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel; NIAID SEP for Career 
Development Grant Applications. 

Date: December 2, 2014. 

Time: 11:30 a.m. to 12:30 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institute of Health, 5601 
Fishers Lane, Rockville, MD 20892982 
(Telephone Conference Call). 

Contact Person: Zhuging (Charlie) Li, 
Ph.D., Scientific Review Officer Scientific 
Review Program Division of Extramural 
Activities, National Institutes of Health/ 
NIAID 6700B Rockledge Drive, MSC 7616 
Bethesda, MD 20892-7616, 301-402-9523, 
zhuqing.li@nih.gov. 

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel; NIAID Peer Review Meeting. 

Date: December 3-4, 2014. 

Time: 8:00 a.m. to 12:00 p.m. 

Agenda: To review and evaluate contract 
proposals. 

Place: 
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Hilton Washington/Rockville Jackson 
Conference Room, 1750 Rockville Pike, 
Rockville, MD 20852. 

Contact Person: Andrea L. Wurster, Ph.D., 
Scientific Review Officer, Scientific Review 
Program, DEA/NIAID/NIH/DHHS, Room 
3259, 6700B Rockledge Drive, MSC-—7616, 
Bethesda, MD 20892—761, 301-451-2660, 
wurstera@mail.nih.gov. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS) 


Dated: November 4, 2014. 
David Clary, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2014-26607 Filed 11—7-14; 8:45 am] 
BILLING CODE 4140-01-P 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


Center for Scientific Review; Notice of 
Closed Meetings 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Member 
Conflict: Kidney, Nutrition, Obesity, and 
Diabetes Epidemiology. 

Date: December 2, 2014. 

Time: 10:00 a.m. to 1:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Denise Wiesch, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3138, 
MSC 7770, Bethesda, MD 20892, (301) 437— 
3478, wieschd@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Member 
Conflict: Neurological, Aging and 
Musculoskeletal Epidemiology II. 

Date: December 4, 2014. 

Time: 11:00 a.m. to 1:00 p.m. 

Agenda: To review and evaluate grant 
applications. 


Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: George Vogler, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3140, 
MSC 7770, Bethesda, MD 20892, (301) 237— 
2693, voglergp@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Member 
Conflict: Heart Failure and Clinical 
Cardiovascular Topics. 

Date: December 4, 2014. 

Time: 12:00 a.m. to 2:30 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Lawrence E Boerboom, 
Ph.D., Chief, CVRS IRG, Center for Scientific 
Review, National Institutes of Health, 6701 
Rockledge Drive, Room 4130, MSC 7814, 
Bethesda, MD 20892, (301) 435-8367, 
boerboom@nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Member 
Conflict: Molecular Neuroscience. 

Date: December 4, 2014. 

Time: 1:00 p.m. to 4:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Caro] Hamelink, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4192, 
MSC 7850, Bethesda, MD 20892, (301) 213- 
9887, hamelinc@esr.nih.gov. 


Name of Committee: Center for Scientific 


Review Special Emphasis Panel; PAR14—226: 


Limited Competition: National Primate 
Research Centers (P51). 

Date: December 7-9, 2014. 

Time: 2:00 p.m. to 3:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: The Westin Sacramento, 4800 
Riverside Boulevard, Sacramento, CA 95822. 

Contact Person: Maribeth Champoux, 
Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3170, 
MSC 7848, Bethesda, MD 20892, 301-594— 
3163, champoum@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Small 
Business: Nephrology. 

Date: December 8-9, 2014. 

Time: 9:00 a.m. to 6:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892 
(Virtual Meeting). 

Contact Person: Atul Sahai, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 2188, 
MSC 7818, Bethesda, MD 20892, 301-435-— 
1198, sahaia@csr.nih.gov. 


(Catalogue of Federal Domestic Assistance 


Program Nos. 93.306, Comparative Medicine; 


93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393—93.396, 93.837—93.844, 
93.846—93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 


Dated: November 4, 2014. 
Michelle Trout, 
Program Analyst Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2014-26604 Filed 11—7-14; 8:45 am] 


BILLING CODE 4140-01-P 


DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


National Institute of Biomedical 
Imaging and Bioengineering; Notice of 
Closed Meeting 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meeting. 


The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 


Name of Committee: National Institute of 
Biomedical Imaging and Bioengineering 
Special Emphasis Panel; K-Award 
Applications Review Meeting. 

Date: December 12, 2014. 

Time: 11:00 a.m. to 5:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institutes of Health, Two 
Democracy Plaza, 6707 Democracy 
Boulevard, Bethesda, MD 20892 (Virtual 
Meeting). 

Contact Person: David T. George, Ph.D., 
Director, Office of Scientific Review, 
National Institute of Biomedical Imaging and 
Bioengineering, 6707 Democracy Boulevard, 
Suite 920, Bethesda, MD 20892, 301-496- 
8633, georged1@mail.nih.gov. 

Dated: November 4, 2014. 

David Clary, 

Program Analyst, Office of Federal Advisory 
Committee Policy. 

[FR Doc. 2014-26608 Filed 11—7—14; 8:45 am] 


BILLING CODE 4140-01-P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


National Institutes of Health 


Center for Scientific Review; Notice of 
Closed Meeting 


Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meeting. 


The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 
U.S.C., as amended. The grant 
applications and the discussions could 
disclose confidential trade secrets or 
commercial property such as patentable 
material, and personal information 
concerning individuals associated with 
the grant applications, the disclosure of 
which would constitute a clearly 
unwarranted invasion of personal 
privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Program 
Project: Biomedical Technology Research 
Resource for Multisystems Disease Research. 

Date: November 12-14, 2014. 

Time: 7:00 p.m. to 1:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: Holiday Inn Boston-Brookline, 1200 
Beacon Street, Brookline, MA 02446. 

Contact Person: Mark Caprara, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5156, 
MSC 7844, Bethesda, MD 20892, 301—435— 
1042, capraramg@mail.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393—-93.396, 93.837—-93.844, 
93.846—-93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 


Dated: November 4, 2014. 
Michelle Trout, 
Program Analyst, Office of Federal Advisory 
Committee Policy. 
{FR Doc. 2014-26605 Filed 11—7—14; 8:45 am] 


BILLING CODE 4140-01-P 


DEPARTMENT OF HOMELAND 
SECURITY 


Federal Emergency Management 
Agency 

[Docket ID FEMA-2014-0002; Internal 
Agency Docket No. FEMA-B-1 447] 


Proposed Flood Hazard 
Determinations 


AGENCY: Federal Emergency 
Management Agency, DHS. 


ACTION: Notice. 





SUMMARY: Comments are requested on 
proposed flood hazard determinations, 
which may include additions or 
modifications of any Base Flood 
Elevation (BFE), base flood depth, 
Special Flood Hazard Area (SFHA) 
boundary or zone designation, or 
regulatory floodway on the Flood 
Insurance Rate Maps (FIRMs), and 
where applicable, in the supporting 
Flood Insurance Study (FIS) reports for 
the communities listed in the table 
below. The purpose of this notice is to 
seek general information and comment 
regarding the preliminary FIRM, and 
where applicable, the FIS report that the 
Federal Emergency Management Agency 
(FEMA) has provided to the affected 
communities. The FIRM and FIS report 
are the basis of the floodplain 
management measures that the 
community is required either to adopt 
or to show evidence of having in effect 
in order to qualify or remain qualified 
for participation in the National Flood 
Insurance Program (NFIP). In addition, 
the FIRM and FIS report, once effective, 
will be used by insurance agents and 
others to calculate appropriate flood 
insurance premium rates for new 
buildings and the contents of those 
buildings. 

DATES: Comments are to be submitted 
on or before February 9, 2015. 


ADDRESSES: The Preliminary FIRM, and 
where applicable, the FIS report for 
each community are available for 
inspection at both the online location 
and the respective Community Map 
Repository address listed in the tables 
below. Additionally, the current 
effective FIRM and FIS report for each 
community are accessible online 
through the FEMA Map Service Center 
at www.msc.fema.gov for comparison. 
You may submit comments, identified 
by Docket No. FEMA-B-1447, to Luis 
Rodriguez, Chief, Engineering 
Management Branch, Federal Insurance 
and Mitigation Administration, FEMA, 
500 C Street SW., Washington, DC 
20472, (202) 646-4064, or (email) 
Luis.Rodriguez3@fema.dhs.gov. 


FOR FURTHER INFORMATION CONTACT: Luis 
Rodriguez, Chief, Engineering 
Management Branch, Federal Insurance 
and Mitigation Administration, FEMA, 
500 C Street SW., Washington, DC 
20472, (202) 646-4064, or (email) 
Luis.Rodriguez3@fema.dhs.gov; or visit 
the FEMA Map Information eXchange 
(FMIX) online at 
www.floodmaps.fema.gov/fhin/fmx_ 
main.html. 


SUPPLEMENTARY INFORMATION: FEMA 
proposes to make flood hazard 
determinations for each community 
listed below, in accordance with section 
110 of the Flood Disaster Protection Act 
of 1973, 42 U.S.C. 4104, and 44 CFR 
67.4(a). 

These proposed flood hazard 
determinations, together with the 
floodplain management criteria required 
by 44 CFR 60.3, are the minimum that 
are required. They should not be 
construed to mean that the community 
must change any existing ordinances 
that are more stringent in their 
floodplain management requirements. 
The community may at any time enact 
stricter requirements of its own or 
pursuant to policies established by other 
Federal, State, or regional entities. 
These flood hazard determinations are 
used to meet the floodplain 
management requirements of the NFIP 
and also are used to calculate the 
appropriate flood insurance premium 
rates for new buildings built after the 
FIRM and FIS report become effective. 

The communities affected by the 
flood hazard determinations are 
provided in the tables below. Any 
request for reconsideration of the 
revised flood hazard information shown 
on the Preliminary FIRM and FIS report 
that satisfies the data requirements 
outlined in 44 CFR 67.6(b) is considered 
an appeal. Comments unrelated to the 
flood hazard determinations also will be 
considered before the FIRM and FIS 
report become effective. 

Use of a Scientific Resolution Panel 
(SRP) is available to communities in 
support of the appeal resolution 
process. SRPs are independent panels of 
experts in hydrology, hydraulics, and 
other pertinent sciences established to 
review conflicting scientific and 
technical data and provide 
recommendations for resolution. Use of 
the SRP only may be exercised after 
FEMA and local communities have been 
engaged in a collaborative consultation 
process for at least 60 days without a 
mutually acceptable resolution of an 
appeal. Additional information 
regarding the SRP process can be found 
online at http://floodsrp.org/pdfs/srp_ 


fact_sheet.pdf. 
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The watersheds and/or communities Additionally, the current effective FIRM Dated: October 30, 2014. 


affected are listed in the tables below. and FIS report for each community are _ Roy E. Wright, 

The Preliminary FIRM, and where accessible online through the FEMA Deputy Associate Administrator for 
applicable, FIS report for each Map Service Center at Mitigation, Department of Homeland 
community are available for inspection — www.msc.fema.gov for comparison. Security, Federal Emergency Management 


at both the online location and the EY 
. (Catalog of Federal Domestic Assistance No. Agency. 


respective Community Map Repository =| sai a 
ediisens Valid tn thn tabbee. 97.022, ‘Flood Insurance.”’) 


Community Community map repository address 


Douglas County, Colorado, and Incorporated Areas 








Maps Available for Inspection Online at: www.fema.gov/preliminaryfloodhazarddata 
Town of Lone Tree Public Works Department, 9222 Teddy Lane, Lone 





CTR ORE ONG PCG si cisc sesatic cues eseszansdcevacexsidest conausactseuascnandgascasadacayiorageos 
Tree, CO 80124. 

WORN COU FIG sin sista deccsca ceccante dcuscvasiansevadaneasadeavechndsdasseeiadiadvaaseats Town of Castle Rock Utilities Department, 175 Kellogg Court, Castle 
Rock, CO 80109. 

GWA OP PANNE ocisisccvccatyasosdccorecnascincanesvecadsuvecacusesssdas ganaqiuerstasendenandacteqaen Town of Parker Stormwater Utility, Public Works Department, 20120 
East Main Street, Parker, CO 80138. 

Unincorporated Areas of Douglas County ou... ececceeseeeeteeceeeereseeeenes Douglas County Public Works Department, Engineering Division, 100 


Third Street, Castle Rock, CO 80104. 








Palm Beach County, Florida, and Incorporated Areas 








Maps Available for Inspection Online at: http:/;Avww.fema.gov/preliminaryfloodhazarddata 


260 Orange Tree Drive, Atlantis, FL 33462. 








CEC FN NN od and 24 ica ce azencspeasoy vedas aaacencdeagaadcsatdeaacenacutecisasdaaasdaseisecisia 

CE CP RU CAO: is svc vievoaccacinsy cue igauedcedanesdesupaisoes Anvevenetsendaatsassdddnaduceas id: 110 Dr. Martin Luther King Jr. Boulevard West, Belle Glade, FL 33430. 

CE CM Cee RRBs ioe cc ssn cc ncict ctu aca tannsvannieseansundinmdastasgnnsasidiztducsuasets 201 West Palmetto Park Road, Boca Raton, FL 33432. 

Cr Ch CRN NINN PERO 55 scidcsetcavynssss anatussziacacapduaadevabancandaainlaustucgeasdagausiuays 100 East Boynton Beach Boulevard, Boynton Beach, FL 33435. 

CI OG WEN OGEED. snicccasvecsedsancexncdacsdsncacsuscssetsuads dni dininccssauncteavesadarazavasais City Hall, 100 Northwest 1st Avenue, Delray Beach, FL 33444. 

CA ON CN assis oss ciicd vg sacsvaaccuacvnndatnnsctctansudeievataansiavesstatcucs camutaiey 5800 Melaleuca Lane, Greenacres, FL 33463. 

Ci CU EUON MUOIN OND cis 2a vids ssicsis sancsdv can didemavawanuntdesdunddsavddaceontadaduadsasdaeequuagees City Hall, 7 North Dixie Highway, Lake Worth, FL 33460. 

CE Ge ean a i oa ada dn casa sG'vns gd cas usducnaasoutagacens Sadusadcmssuateciouedlansyseeiaeds 207 Begonia Drive, Pahokee, FL 33476. 

CEE CE ANN EC Hh CHINN i cad casas csisnsecantan dana acnteosisesevsatatessuscucacdstees 10500 North Military Trail, Palm Beach Gardens, FL 33410. 

CLINE OE FUROR casa isenisv iz cue vesiwandavaauandacandacoadcacksandaesCacdde euenavatcdutsiotsats City Hall, 600 West Blue Heron Boulevard, Riviera Beach, FL 33404. 

CA ee a css ad dav nca sseccaccccsqusesia snacnce-cquaceeausdigannc sa sadunessiasatwaleanenes 335 Southwest Second Avenue, South Bay, FL 33493. 

CE CP WIGSO Prt RCOIOON  ccisnsnc cs ccivecsnancvcccehuxaxsaensissteaiecdauanatedvessadnisicassinuais 401 Clematis Street, 2nd Floor, West Palm Beach, FL 33401. 

"MRORAGLOE CR te NO ean OO a3 oc sos ceca ca cd awarganaeadan CacwNaia basdadaasnaadaarteziesaiqadeads 4802 North Ocean Boulevard, Briny Breezes, FL 33435. 

TONITE CR CAME ON asa nscale cassnacesecucaunipvcceakdseasascpandehasdsalavdue suas aivasdnied tees 100 Lang Road, West Palm Beach, FL 33406. 

TRGLUMRE CHU Gi tne AICO oo doe scensnce ces evel cers seuivnutesiesetdoncettvcatasuudeasearquaxetndaeseys 1501 Glen Road, West Palm Beach, FL 33406. 

WONT COU CU IN sais csccisckcie gedit cacnsasnsddccaccauacucecatsiedivacsacasnspadseraccasaens 100 Sea Road, Gulf Stream, FL 33483. 

MIN LU CR ANCR si csss cscs siraeosks (akteaueen cs vcsenacuzccncaxavedessesdadatioacduascénsnondsads 4585 Charlotte Street, Haverhill, FL 33417. 

TROUT CXm) MrtCeaE REA NIAN BHDGUCNN v3 siczcdaccscansauusaustcadsa'evad duanasduxapasacascuead ssuasasdanuetarss 3614 South Ocean Boulevard, Highland Beach, FL 33487. 

RIN Ca NM RRERM oo 5.355 Cade se duasalasansna ni cdidenada siakaciadsduadaiarasssaseaselcandascesened 7580 South Federal Highway, Hypoluxo, FL 33462. 

TN ORWGN EF AUT NIN ERCDROINN 55 vd sya caccaccrvayasuaesicatnn) dudes cenancxersancanessaeataivassrasiaeedanuien 340 Ocean Drive, Juno Beach, FL 33408. 

TOMA OO NNN ae oss oi cong onde ceccccsecevcaveucuncacdse tecvasndccavaseuseasedse meanest Tatas: Town Hall, 210 Military Trail, Jupiter, FL 33458. 

TRONMNY CP JUMIGS TIGE COMI ons sin asennad cncoceaavennarcensadacnsaaaisuedssenessauscedcnedtes 1 Colony Road, Juniper Inlet Colony, FL 33469. 

OMNI OOe Eee CRN SION is cases ccccaccecadssseasences ca vexassansveadnaceusdinsacascaee 1701 Barbados Road, Lake Clarke Shores, FL 33406. 

WOUUUE ORE UG NN isc ss x sa acihsiecatsiccnn sxeexadisadausadsadactdatasnsacatnsaignvaseiseasaiesiis 535 Park Avenue, Lake Park, FL 33403. 

WIG OE hos ogi a coc tn cecsseunascuoaeve cosacdeshaxcuctpevsuasiasdeeatnczévasdezacasatat Building Department, 318 South Dixie Highway, Lantana, FL 33462. 

TOW OF EONANAIENOO GIOVE ica c. nc csseciscnsnsnsaciancscisscsacseesssscceeacsteuscoeaeseaecs 14579 Southern Boulevard, Suite 2, Loxahatchee Groves, FL 33470. 

TONE Ce i ssiscnsn apts cca cae seenecenscddnas eosssuan sed cieeetaxadesodacarigneeeta) 600 South Ocean Boulevard, Manalapan, FL 33462. 

WORWNW CHU CRN ORRIN Nees RR 22 scat czas cacesiicscdanauvnvesinceccainasianasadeenicenctevarncends 1755 East Tiffany Drive, Mangonia Park, FL 33407. 

TGR NOOR CIE CAND FCN N ER 555s oc scessdindeadscanigedesccancncscsdacauecsaucreaadeeadcadasiasiaesendes 6450 North Ocean Boulevard, Ocean Ridge, FL 33435. 

TOR Cle ra ACN is ccc cuisa sw asicticsncedauatencdacdacs datas de dacuasaandtaauseatleetor 360 South County Road, Palm Beach, FL 33480. 

VOW OF Paint HOGCIW SINKS: nc essucccdecccasaasceccecsnacsrescduuasscspndecteusaeivassacs 247 Edwards Lane, Palm Beach Shores, FL 33404. 

TRCLUIGe: CLR: SeCHIAN Or cRINNNE RAGRCROND coc. ioo naz antcseasncetnenaesisdacxaudsineccacavaaiunasegéas ender: 3577 South Ocean Boulevard, South Palm Beach, FL 33480. 

Unincorporated Areas of Palm Beach County ........cccccceeeceesseeeseeeteeeees 301 North Olive Avenue, 11th Floor, West Palm Beach, FL 33401. 

NEON Ce COI os, ses ncasarcavaczaacaavnveais cacawohedncsaadalsnnccedacddsuustaussasmessdscndaeacssessees 21 Country Road, Village of Golf, FL 33436. 

VARGREE OR: NIEU: PVE QGIR ois ccccecrsescccadaxnecunsconcousiintssoctadnesdsesecssvepexasds Building Department, 501 U.S. Highway 1, North Palm Beach, FL 
33408. 

UI eeen CU AINA SH NO OBR e a cies csacanadecevacicnasaredeuscatingccantecaGanstlanaceeuteas 226 Cypress Lane, Palm Springs, FL 33461. 

WE TeuenG OR BIGGS ARE DGGCIY assis ss serstescacacdscicaccacsesvecdasuacsacsczsdaceanesaaaes Village Hall, 1050 Royal Palm Beach Boulevard, Royal Palm Beach, 
FL 33411. 

NOREEN CR RCN os coc faves cn ad scvindeavincdninduceaassaqcaunadzaudasxetscaaysacderawate wanuadade 345 Tequesta Drive, Tequesta, FL 33469. 


12300 Forest Hill Boulevard, Wellington, FL 33414. 





NIC CL EOIN ci cscs su sciinnsceneusxasdcedpssvauceadsanvass cuacsaadiasisvananinasmbaraagectas 
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{FR Doc. 2014-26620 Filed 11—7-14; 8:45 am] 
BILLING CODE 9110-12-P 





DEPARTMENT OF HOMELAND 
SECURITY 


Federal Emergency Management 
Agency 


[Docket ID FEMA-2014-0002; Internal 
Agency Docket No. FEMA-B-1334] 


Proposed Flood Hazard 
Determinations for Dukes County, 
Massachusetts (All Jurisdictions) 


AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Proposed notice; withdrawal. 





SUMMARY: The Federal Emergency 
Management Agency (FEMA) is 
withdrawing its proposed notice 
concerning proposed flood hazard 
determinations, which may include the 
addition or modification of any Base 
Flood Elevation, base flood depth, 
Special Flood Hazard Area boundary or 
zone designation, or regulatory 
floodway (herein after referred to as 
proposed flood hazard determinations) 
on the Flood Insurance Rate Maps and, 
where applicable, in the supporting 
Flood Insurance Study reports for Dukes 
County, Massachusetts (All 
Jurisdictions). 


DATES: This withdrawal is effective 
November 10, 2014. 

ADDRESSES: You may submit comments, 
identified by Docket No. FEMA-B- 
1334, to Luis Rodriguez, Chief, 
Engineering Management Branch, 
Federal Insurance and Mitigation 
Administration, Federal Emergency 
Management Agency, 500 C Street SW., 
Washington, DC 20472, (202) 646-4064, 
or (email) Luis.Rodriguez3@ 
fema.dhs.gov. 


FOR FURTHER INFORMATION CONTACT: Luis 
Rodriguez, Chief, Engineering 
Management Branch, Federal Insurance 
and Mitigation Administration, Federal 
Emergency Management Agency, 500 C 
Street SW., Washington, DC 20472, 
(202) 646-4064, or (email) 
Luis.Rodriguez3@fema.dhs.gov. 
SUPPLEMENTARY INFORMATION: On July 
22, 2013, FEMA published a proposed 
notice at 78 FR 43909, proposing flood 
hazard determinations for the Town of 
Aquinnah, Town of Chilmark, Town of 
Edgartown, Town of Gosnold, Town of 
Oak Bluffs, Town of Tisbury, Town of 
West Tisbury, and Tribe of Wampanoag 
of Gay Head (Aquinnah), Dukes County, 
Massachusetts (All Jurisdictions). FEMA 
is withdrawing the proposed notice. 


Authority: 42 U.S.C. 4104; 44 CFR 67.4. 


Dated: October 30, 2014. 
Roy E. Wright, 
Deputy Associate Administrator for 
Mitigation, Department of Homeland 
Security, Federal Emergency Management 
Agency. 
[FR Doc. 2014-26619 Filed 11—7—14; 8:45 am] 
BILLING CODE 9110-12-P 





DEPARTMENT OF HOMELAND 
SECURITY 


Federal Emergency Management 
Agency 


[Internal Agency Docket No. FEMA-4193- 
DR; Docket ID FEMA-2013-0001] 


California; Amendment No. 1 to Notice 
of a Major Disaster Declaration 


AGENCY: Federal Emergency 
Management Agency, DHS. 


ACTION: Notice. 





SUMMARY: This notice amends the notice 
of a major disaster declaration for the 
State of California (FEMA—4193-—DR), 
dated September 11, 2014, and related 
determinations. 


DATES: Effective Date: October 27, 2014. 


FOR FURTHER INFORMATION CONTACT: 
Dean Webster, Office of Response and 
Recovery, Federal Emergency 
Management Agency, 500 C Street SW., 
Washington, DC 20472, (202) 646-2833. 
SUPPLEMENTARY INFORMATION: The notice 
of a major disaster declaration for the 
State of California is hereby amended to 
include the Individuals and Households 
Program under Section 408 of the 
Stafford Act, 42 U.S.C. 5174, for the 
following areas among those areas 
determined to have been adversely 
affected by the event declared a major 
disaster by the President in his 
declaration of September 11, 2014. 


Napa and Solano Counties for the 
Individuals and Households Program under 
Section 408 of the Stafford Act, 42 U.S.C. 
5174 (already designated for Public 
Assistance). 


The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund; 97.032, Crisis Counseling; 
97.033, Disaster Legal Services; 97.034, 
Disaster Unemployment Assistance (DUA); 
97.046, Fire Management Assistance Grant; 
97.048, Disaster Housing Assistance to 
Individuals and Households in Presidentially 
Declared Disaster Areas; 97.049, 
Presidentially Declared Disaster Assistance— 
Disaster Housing Operations for Individuals 
and Households; 97.050, Presidentially 
Declared Disaster Assistance to Individuals 
and Households—Other Needs; 97.036, 
Disaster Grants—Public Assistance 





(Presidentially Declared Disasters); 97.039, 
Hazard Mitigation Grant. 


W. Craig Fugate, 

Administrator, Federal Emergency 
Management Agency. 

[FR Doc. 2014-26601 Filed 11—7-14; 8:45 am] 
BILLING CODE 9111-23-P 





DEPARTMENT OF HOMELAND 
SECURITY 


Federal Emergency Management 
Agency 


[Internal Agency Docket No. FEMA-—4197- 
DR; Docket ID FEMA-2014-0003] 


New Mexico; Amendment No. 1 to 
Notice of a Major Disaster Declaration 


AGENCY: Federal Emergency 
Management Agency, DHS. 
ACTION: Notice. 


SUMMARY: This notice amends the notice 
of a major disaster declaration for the 
State of New Mexico (FEMA—4197—DR), 
dated October 6, 2014, and related 
determinations. 


DATES: Effective Date: October 24, 2014. 
FOR FURTHER INFORMATION CONTACT: 
Dean Webster, Office of Response and 
Recovery, Federal Emergency 
Management Agency, 500 C Street SW., 
Washington, DC 20472, (202) 646-2833. 
SUPPLEMENTARY INFORMATION: The notice 
of a major disaster declaration for the 
State of New Mexico is hereby amended 
to include the following areas among 
those areas determined to have been 
adversely affected by the event declared 
a major disaster by the President in his 
declaration of October 6, 2014. 


Lincoln, Otero, and Sandoval Counties and 
the Santa Clara Pueblo for Public Assistance. 

The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund; 97.032, Crisis Counseling; 
97.033, Disaster Legal Services; 97.034, 
Disaster Unemployment Assistance (DUA); 
97.046, Fire Management Assistance Grant; 
97.048, Disaster Housing Assistance to 
Individuals and Households in Presidentially 
Declared Disaster Areas; 97.049, 
Presidentially Declared Disaster Assistance— 
Disaster Housing Operations for Individuals 
and Households; 97.050, Presidentially 
Declared Disaster Assistance to Individuals 
and Households—Other Needs; 97.036, 
Disaster Grants—Public Assistance 
(Presidentially Declared Disasters); 97.039, 
Hazard Mitigation Grant. 


W. Craig Fugate, 

Administrator, Federal Emergency 
Management Agency. 

[FR Doc. 2014-26602 Filed 11-7-14; 8:45 am] 
BILLING CODE 9111-23-P 
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DEPARTMENT OF HOMELAND 
SECURITY 


Federal Emergency Management 
Agency 


[Internal Agency Docket No. FEMA-—4199- 
DR; Docket ID FEMA-2014-0003 


New Mexico; Major Disaster and 
Related Determinations 


AGENCY: Federal Emergency 
Management Agency, DHS. 


ACTION: Notice. 





SUMMARY: This is a notice of the 
Presidential declaration of a major 
disaster for the State of New Mexico 
(FEMA-—4199-—DR), dated October 29, 
2014, and related determinations. 


DATES: Effective Date: October 29, 2014. 


FOR FURTHER INFORMATION CONTACT: 
Dean Webster, Office of Response and 
Recovery, Federal Emergency 
Management Agency, 500 C Street SW., 
Washington, DC 20472, (202) 646-2833. 
SUPPLEMENTARY INFORMATION: Notice is 
hereby given that, in a letter dated 
October 29, 2014, the President issued 
a major disaster declaration under the 
authority of the Robert T. Stafford 
Disaster Relief and Emergency 
Assistance Act, 42 U.S.C. 5121 et seq. 
(the ‘Stafford Act’’), as follows: 


I] have determined that the damage in 
certain areas of the State of New Mexico 
resulting from severe storms and flooding 
during the period of September 15-26, 2014, 
is of sufficient severity and magnitude to 
warrant a major disaster declaration under 
the Robert 'T’. Stafford Disaster Relief and 
Emergency Assistance Act, 42 U.S.C. 5121 et 
seq. (the ‘‘Stafford Act’’). Therefore, I declare 
that such a major disaster exists in the State 
of New Mexico. 

In order to provide Federal assistance, you 
are hereby authorized to allocate from funds 
available for these purposes such amounts as 
you find necessary for Federal disaster 
assistance and administrative expenses. 

You are authorized to provide Public 
Assistance in the designated areas and 
Hazard Mitigation throughout the State. 
Consistent with the requirement that Federal 
assistance be supplemental, any Federal 
funds provided under the Stafford Act for 
Hazard Mitigation will be limited to 75 
percent of the total eligible costs. Federal 
funds provided under the Stafford Act for 
Public Assistance also will be limited to 75 
percent of the total eligible costs, with the 
exception of projects that meet the eligibility 
criteria for a higher Federal cost-sharing 
percentage under the Public Assistance 
Alternative Procedures Pilot Program for 
Debris Removal implemented pursuant to 
section 428 of the Stafford Act. 

Further, you are authorized to make 
changes to this declaration for the approved 
assistance to the extent allowable under the 
Stafford Act. 


The Federal Emergency Management 
Agency (FEMA) hereby gives notice that 
pursuant to the authority vested in the 
Administrator, under Executive Order 
12148, as amended, Nancy M. Casper, of 
FEMA is appointed to act as the Federal 
Coordinating Officer for this major 
disaster. 

The following areas of the State of 
New Mexico have been designated as 
adversely affected by this major disaster: 


Colfax, Eddy, Lea, Lincoln, Otero, San 
Miguel, Santa Fe, and Sierra Counties for 
Public Assistance. 

All areas within the State of New Mexico 
are eligible for assistance under the Hazard 
Mitigation Grant Program. 


The following Catalog of Federal Domestic 
Assistance Numbers (CFDA) are to be used 
for reporting and drawing funds: 97.030, 
Community Disaster Loans; 97.031, Cora 
Brown Fund; 97.032, Crisis Counseling; 
97.033, Disaster Legal Services; 97.034, 
Disaster Unemployment Assistance (DUA); 
97.046, Fire Management Assistance Grant; 
97.048, Disaster Housing Assistance to 
Individuals and Households in Presidentially 
Declared Disaster Areas; 97.049, 
Presidentially Declared Disaster Assistance— 
Disaster Housing Operations for Individuals 
and Households; 97.050, Presidentially 
Declared Disaster Assistance to Individuals 
and Households—Other Needs; 97.036, 
Disaster Grants—Public Assistance 
(Presidentially Declared Disasters); 97.039, 
Hazard Mitigation Grant. 


W. Craig Fugate, 

Administrator, Federal Emergency 
Management Agency. 

{FR Doc. 2014—26600 Filed 11—7—14; 8:45 am| 
BILLING CODE 9111-23-P 





DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


[Docket No. FR-5752—N-90] 
30-Day Notice of Proposed Information 


Collection: Annual Adjustment Factors 
(AAF) Rent Increase Requirement 


AGENCY: Office of the Chief Information 
Officer, HUD. 


ACTION: Notice. 





SUMMARY: HUD has submitted the 
proposed information collection 
requirement described below to the 
Office of Management and Budget 
(OMB) for review, in accordance with 
the Paperwork Reduction Act. The 
purpose of this notice is to allow for an 
additional 30 days of public comment. 
DATES: Comments Due Date: December 
10, 2014. 

ADDRESSES: Interested persons are 
invited to submit comments regarding 
this proposal. Comments should refer to 
the proposal by name and/or OMB 


Control Number and should be sent to: 
HUD Desk Officer, Office of 
Management and Budget, New 
Executive Office Building, Washington, 
DC 20503; fax: 202-395-5806. Email: 
OIRA_Submission@omb.eop.gov. 


FOR FURTHER INFORMATION CONTACT: 
Colette Pollard, Reports Management 
Officer, QDAM, Department of Housing 
and Urban Development, 451 7th Street 
SW., Washington, DC 20410; email at 
ColettePollard@hud.gov or telephone 
202-402-3400. Persons with hearing or 
speech impairments may access this 
number through TTY by calling the toll- 
free Federal Relay Service at (800) 877— 
8339. This is not a toll-free number. 
Copies of available documents 
submitted to OMB may be obtained 
from Ms. Pollard. 


SUPPLEMENTARY INFORMATION: This 
notice informs the public that HUD has 
submitted to OMB a request for 
approval of the information collection 
described in Section A. 

The Federal Register notice that 
solicited public comment on the 
information collection for a period of 60 
days was published on July 11, 2014. 


A. Overview of Information Collection 


Title of Information Collection: 
Annual Adjustment Factors (AAF) Rent 
Increase Requirement. 

OMB Approval Number: 2502-0507. 

Type of Request: Extension of 
currently approved collection. 

Form Number: HUD-92273-S8. 

Description of the need for the 
information and proposed use: Owners 
of project-based section 8 contracts that 
utilize the AAF as the method of rent 
adjustment provide this information 
which is necessary to determine 
whether or not the subject properties’ 
rents are to be adjusted and, if so, the 
amount of the adjustment. 

Respondents: Business, Not for profit 
institutions. 

Estimated Number of Respondents: 
1,080. 

Estimated Number of Responses: 8. 

Frequency of Response: On occasion. 

Average Hours per Response: 1.5 
Hours. 

Total Estimated Burdens: 12. 


B. Solicitation of Public Comment 

This notice is soliciting comments 
from members of the public and affected 
parties concerning the collection of 
information described in Section A on 
the following: 

(1) Whether the proposed collection 
of information is necessary for the 
proper performance of the functions of 
the agency, including whether the 
information will have practical utility; 
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(2) The accuracy of the agency’s 
estimate of the burden of the proposed 
collection of information; 

(3) Ways to enhance the quality, 
utility, and clarity of the information to 
be collected; and 

(4) Ways to minimize the burden of 
the collection of information on those 
who are to respond; including through 
the use of appropriate automated 
collection techniques or other forms of 
information technology, e.g., permitting 
electronic submission of responses. 

HUD encourages interested parties to 
submit comment in response to these 
questions. 


C. Authority 


Section 3507 of the Paperwork 
Reduction Act of 1995, 44 U.S.C. 
Chapter 35. 

Dated: November 4, 2014. 

Colette Pollard, 

Department Reports Management Officer, 
Office of the Chief Information Officer. 
[FR Doc. 2014-26648 Filed 11—7-14; 8:45 am] 
BILLING CODE 4210-67-P 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


[Docket No. FR-5752-N-89] 
30-Day Notice of Proposed Information 


Collection: Mortgagor’s Certificate of 
Actual Cost 


AGENCY: Office of the Chief Information 
Officer, HUD. 


ACTION: Notice. 





SUMMARY: HUD has submitted the 
proposed information collection 
requirement described below to the 
Office of Management and Budget 
(OMB) for review, in accordance with 
the Paperwork Reduction Act. The 
purpose of this notice is to allow for an 
additional 30 days of public comment. 
DATES: Comments Due Date: December 
10, 2014. 

ADDRESSES: Interested persons are 
invited to submit comments regarding 
this proposal. Comments should refer to 
the proposal by name and/or OMB 
Control Number and should be sent to: 
HUD Desk Officer, Office of 
Management and Budget, New 
Executive Office Building, Washington, 
DC 20503; fax: 202-395-5806. Email: 
OIRA_Submission@omb.eop.gov. 

FOR FURTHER INFORMATION CONTACT: 
Colette Pollard, Reports Management 
Officer, QDAM, Department of Housing 
and Urban Development, 451 7th Street 
SW., Washington, DC 20410; email at 
ColettePollard@hud.gov or telephone 
202-402-3400. Persons with hearing or 


speech impairments may access this 
number through TTY by calling the toll- 
free Federal Relay Service at (800) 877— 
8339. This is not a toll-free number. 
Copies of available documents 
submitted to OMB may be obtained 
from Ms. Pollard. 

SUPPLEMENTARY INFORMATION: This 
notice informs the public that HUD has 
submitted to OMB a request for 
approval of the information collection 
described in Section A. 

The Federal Register notice that 
solicited public comment on the 
information collection for a period of 60 
days was published on July 2, 2014. 


A. Overview of Information Collection 


Title of Information Collection: 
Mortgagor’s Certificate of Actual Cost. 

OMB Approval Number: 2502-0112. 

Type of Request: Extension of 
currently approved collection. 

Form Number: HUD-92330. 

Description of the need for the 
information and proposed use: HUD 
uses the form to obtain data from a 
mortgagor relative to the actual cost of 
a project. HUD uses the cost information 
to determine the maximum insurable 
mortgage for final endorsement of an 
insured mortgage. Actual cost is defined 
in section 227(c) of the National 
Housing Act. In addition Form HUD- 
92330 must be accompanied by an 
audited balance sheet certified by an 
accountant unless the project has less 
than 40 units, or if it is a refinancing or 
a purchase of an existing project under 
207/223f or 232/223f. 

Respondents: Insured Mortgagees. 

Estimated Number of Respondents: 
2151. 

Estimated Number of Responses: 
2191. 

Frequency of Response: 1. 

Average Hours per Response: 8. 

Total Estimated Burdens: 17,208. 


B. Solicitation of Public Comment 


This notice is soliciting comments 
from members of the public and affected 
parties concerning the collection of 
information described in Section A on 
the following: 

(1) Whether the proposed collection 
of information is necessary for the 
proper performance of the functions of 
the agency, including whether the 
information will have practical utility; 

(2) The accuracy of the agency’s 
estimate of the burden of the proposed 
collection of information; 

(3) Ways to enhance the quality, 
utility, and clarity of the information to 
be collected; and 

(4) Ways to minimize the burden of 
the collection of information on those 
who are to respond; including through 


the use of appropriate automated 
collection techniques or other forms of 
information technology, e.g., permitting 
electronic submission of responses. 
HUD encourages interested parties to 
submit comment in response to these 
questions. 
Authority: Section 3507 of the Paperwork 
Reduction Act of 1995, 44 U.S.C. Chapter 35. 
Date: November 4, 2014. 
Colette Pollard, 
Department Reports Management Officer, 
Office of the Chief Information Officer. 
[FR Doc. 2014-26649 Filed 11—7-14; 8:45 am] 
BILLING CODE 4210-67-P 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


[Docket No. FR-5755-N-01] 


60-Day Notice of Proposed Information 
Collection: Comment Request; Ginnie 
Mae Mortgage-Backed Securities 
Guide 5500.3, Revision 1 (Forms and 
Electronic Data Submissions) 


AGENCY: Office of the President of 
Government National Mortgage 
Association (Ginnie Mae), HUD. 


ACTION: Notice. 





SUMMARY: The proposed information 
collection requirement described below 
will be submitted to the Office of 
Management and Budget (OMB) for 
review, as required by the Paperwork 
Reduction Act. The Department is 
soliciting public comments on the 
subject proposal. 

DATES: Comments Due Date: February 9, 
2015. 

ADDRESSES: Interested persons are 
invited to submit comments regarding 
this proposal. Comments should refer to 
the proposal by name and/or OMB 
Control Number and should be sent to: 
Colette Pollard, Q, Administrator 
Support Specialist, Department of 
Housing and Urban Development, 451 
7th Street SW., Room 4160, Washington, 
DC 20410; email Colette.Pollard@ 
hud.gov; telephone (202) 708-0306, ext. 
3400. This is not a toll-free number. 
Copies of available documents 
submitted to OMB may be obtained 
from Ms. Pollard. 

FOR FURTHER INFORMATION CONTACT: 
Debra Murphy, Ginnie Mae, 451 7th 
Street SW., Room B-133, Washington, 
DC 20410; email—Debra.L.Murphy@ 
hud.gov; telephone—(202) 475-4923; 
fax—(202) 485-0225 (this is not a toll- 
free number); Merlene Hawkins, Ginnie 
Mae, 451 7th Street SW., Room B-133, 
Washington, DC 20410; email— 
Merlene.Hawkins@hud.gov; telephone— 
(202) 475-4916; fax—(202) 485-0225 
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(this is not a toll-free number); or the 
Ginnie Mae Web site at 
www.ginniemae.gov for other available 
information. 


SUPPLEMENTARY INFORMATION: The 
Department will submit the proposed 
information collection to OMB for 
review required by the Paperwork 
Reduction Act of 1995 (44 U.S.C. 
Chapter 35, as amended). 

This Notice is soliciting comments 
from members of the public and affected 
agencies concerning the proposed 
collection of information to: (1) Evaluate 
whether the proposed collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information will have practical utility; 
(2) Evaluate the accuracy of the agency’s 
estimate of the burden hours of the 
proposed collection of information; (3) 
Enhance the quality, utility, and clarity 
of the information to be collected; and 
(4) Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated collection 
techniques or other forms of information 
technology, e.g., permitting electronic 
submission of responses. 

This Notice also lists the following 
information: 

Title of Proposal: Ginnie Mae 
Mortgage-Backed Securities Guide 
5500.3, Revision 1 (Forms and 
Electronic Data Submissions). 

OMB Control Number, if applicable: 
2503-0033. 

Description of the need for the 
information and proposed use: 

Ginnie Mae’s Mortgage-Backed 
Securities Guide 5500.3, Revision 1 
(‘‘Guide”’) provides instructions and 
guidance to participants in the Ginnie 
Mae Mortgage-Backed Securities 
(“MBS”) programs (‘‘Ginnie Mae I and 
Ginnie Mae II’’). Under the Ginnie Mae 
] program, securities are backed by 
single-family or multifamily loans. 
Under the Ginnie Mae II program 
securities are only backed by single- 
family loans. Both the Ginnie Mae | and 
Il MBS are modified pass-through 
securities. The Ginnie Mae II multiple 
Issuer MBS is structured so that small 
issuers, who do not meet the minimum 
number of loans and dollar amount 
requirements of the Ginnie Mae I MBS, 
can participate in the secondary 
mortgage market. In addition, the Ginnie 
Mae II MBS permits the securitization of 
adjustable rate mortgages (““ARMs’’). 


Description of Proposed New 
Requirements: 

Due to the acceleration of non- 
depository issuers entering in the 
Ginnie Mae program, regulatory changes 
and changes to the insuring/guarantying 
agencies programs, Ginnie Mae is 
expanding its data collection and 
disclosure processes. 

ARM Pools: 

In order to verify that loans backing 
Ginnie Mae ARM pools meet the new 45 
day look back period, Ginnie Mae will 
be collecting two new data elements. 
One new data element will be 
completed on the HUD Form 11705 at 
issuance. This will be a look-back 
period data element which will be a 
drop down selection of either 30 days or 
45 days. The second new data will be 
completed on the HUD Form 11706 for 
ARMS pools only at this time. This will 
be the loan origination date (name will 
be changed to Note Date at a later time). 

MISMO: 

Ginnie Mae is implementing a new 
pool delivery data set using MISMO 
standard data definitions with respect to 
Single Family Issuances. This will 
include the addition of 16 new data 
points, of which three will be required, 
three will be conditionally required and 
the remaining eleven will be optional. 
The data points are as follows: 
Required New Data Points: 

Construction Method Typ.. MH), 
Amortization Type & Note Date 
(name changed from loan 
origination date and will be for all 
pools). 

Conditionally Required New Data 
Points: 

Down Payment Amount, Loan 
Modification Effective Date & Suffix 
Name 

Optional New Data Points: 

Construction Method Type (other 
than MH), Property Valuation 
Amount, Property Valuation 
Effective Date, Purchase Price 
Amount, Guaranty Amount (if VA), 
Guaranty Percent (if VA), Middle 
Name, Full Name, Curtailment Data 
Points (Monetary Event Applied 
Date, Monetary Event Gross 
Principal Amount & Monetary 
Event Type). 

Loan Level: 

Ginnie Mae is proposing the 
collection of additional data elements at 
the loan level to supplement the 
monthly reporting collection of data. 
The additional data elements are being 
added to provide Ginnie Mae greater 


oversight of its program participants and 
will be collected as part of the monthly 
reporting submission. The proposed 
additional new data elements are as 
follows: 

Bankruptcy Action Type, Bankruptcy 
Case Identifier, Bankruptcy Chapter 
Type, Bar Date, Bar Date, Borrower 
Bankruptcy Indicator, Borrower 
Classification Type, Borrower Total 
Mortgaged Properties Count, Counseling 
Initiated Indicator, Credit Score Date, 
Document Custodian ID, Insurance 
Claim Coverage Type, Investor UPB, 
Adjustment to Investor UPB, 
Prospective Note Rate, Prospective P&l 
(FIC), Effective Date of Rate Change, 
Lien Holder Type, Net Note Rate, 
Servicer Transfer Effective Date, 
Servicer Type, Loan P&I Institution ID 
and Account Number, Loan 
Ti(Institution ID and Account Number, 
Sub-Servicer ID, Sub & Servicer Rights 
Type and Total Subordinate Financing 
Amount. 

New Issuer Applications: 

Ginnie has automated its new issuer 
the application process used to 
approval. The new automated process 
requires applicants to complete two 
online courses through Ginnie Mae 
Online University. 

HMBS: 

Ginnie Mae will be expanding its data 
collection at issuance in order to 
enhance data disclosures. 

The addition of the new data elements 
are the reason for the increase of burden 
hours. Please see the below link for 
more information regarding the 
additional data elements. http:// 
www.ginniemae.gov/products programs/ 
Pages/Federal Register Notice.aspx 

There are 15 forms and appendices in 
our collection which are volume driven 
rather than participant driven: These 
have increased as our portfolio has 
grown. 

Included in the Guide are the 
appendices, forms, and documents 
necessary for Ginnie Mae to properly 
administer its MBS programs. 

Agency form numbers: 11700, 11701, 
11702, 11704, 11705, 11706, 11707, 
11708, 11709, 11709—A, 11710A, 1710- 
B, 1710-C, 11710D, 11710E, 11711-A, 
11711-B, 11714, 11714—SN, 11720, 
11715, 11732, 11785. 

While most of the calculations are 
based on number of respondents 
multiplied by the frequency of response, 
there are several items whose 
calculations are based on volume. 


66738 


Federal Register / Vol. 79, No. 217/Monday, November 10, 2014/ Notices 
AA A ESE TS TE ST EP TSE ONT DE GS CEE EE II I TE ELEN SOE ELT ETL EEE IEE AT EE ITED EE LIE IEEE 










Form 







NUTRI osssccesessassissesnret 

MAT MIOND ia sscscnsstewscncstocones 

11710A, 1710B, 1710C & 
11710E. 

ARTO BORA orcicissccsostcsnscene 





DD TIIG sivecbasnostessoscenesporkuns 


11711A and 11711B ....... 


11714 and 11714SN ...... 





‘Pooling & Report. 
Varies. 





































































Frequenc 
Appendix a . a r oe Hours per aoe 
O. respondents | responses response 
P ca year responses p hours 
LUSH TRANGIA sossinissnssscecs sess ccesnosssarsseveseasseanes 
Application for Approval Ginnie Mae Mortgage- 100 3 300.0 
Backed Securities Issuer. 
1-2 | Resolution of Board of Directors and Certificate 454 1 454 0.08 36.3 
of Authorized Signatures. 
1-7 | Master Agreement for Participation Accounting .. 14 1 14 0.08 1.1 
11-2 | Commitment to Guaranty Mortgage-Backed Se- 329 4 1316 0.033 43.4 
curities. 
111-1 | Master Servicing Agreement ...........:cceeeseseeeeees 468 1 468 0.033 15.4 
111-2 | Master Agreement for Servicers Principal and 468 1 468 0.033 15.4 
Interest Custodial Account. 
111-4 | Master Custodial Agreement ............:ccceeeeeereees 468 1 468 0.033 15.4 
111-3 | Master Agreement for Servicer’s Escrow Custo- 468 1 468 0.033 15.4 
dial Account. 
111-22 | Custodian’s Certification for Construction Securi- 55 1 55 0.016 0.9 
ties. 
IX-1 | Financial Statements and Audit Reports ............. 468 1 468 1 468 0 
Mortgage Bankers Financial Reporting Form ...... 315 4 1260 0.5 630.0 
1-6 | ACH Debit Authorization ............ cc ceeeceeeeeeereeeees 468 1 468 0.033 15.4 
VI-5 | Issuer's Monthly Summary Reports ...............00 315 12 3780 0.13 491.4 

VI-12 | Issuer’s Monthly Accounting Report and Liquida- 315 1 315 0.13 41.0 

tion Schedule. 

Vl-21 | HMBS Issuer’s Monthly Summary Report ........... 14 12 168 0.13 21.8 
111-13 | Electronic Data Interchange System Agreement 100 1 100 1 100.0 
111-14 | Enrollment Administrator Signatories for Issuers 100 1 100 1 100.0 

and Document Custodians. 
1-4 | Cross Default Agreement .......... cc ceeeeeeeeeeeeeeeeees 10 1 10 0.05 0.5 

WAG AVEC HANIA icacs vn csencosersnseacsssavnsisasorsvspeoneven 329 4 1316 0.13 171.0 
111-29 | Enterprise Portal (GMEP) ............cecceeseeceseeeeeeees 100 1 100 1 100.0 

FROG ISWAON FONG. nasi cncenesviccnsvnnconosscccososusnesses 
Vill-1 | Ginnie Mae Acknowledgement Agreement and 10 1 10 1 10 
Accompanying Documents Pledge of Serv- 
icing. 
VI-19 | Monthly Pool and Loan Level Report (RFS) ....... 300 12 3600 0.13 468.0 
The burden for the Items listed below is based on volume and/or number of requests. 
Schedule of Subscribers and Ginnie Mae Guar- 42000 0.05 2100.0 
anty Agreement. 

111-7 | Schedule of Pooled Mortgages ............::c:ceeeeee 315 12 42000 0 08 97440.0 

111-28 | Schedule of Subscribers and Ginnie Mae Guar- 14 12 960 0.05 48 
anty Agreement—HMBS Pooling-Import File 
Layout. 
V—5 | Document Release ............:.....s..c.ccssssescseseonssseees 329 1 329 0.05 16.5 
XI-6, XI-8, | Soldiers’ and Sailors’ Quarterly Reimbursement 32 4 8000 0.033 1056.0 
XI-9 Request and SSCRA Loan Eligibility Informa- 
tion. 
111-5 | Release of Security Interest and Certification 329 1 678000 0.05 33900.0 
and Agreement. 
VI-10, VI- | Issuer’s Monthly Remittance Advice and Issuer's 329 12 56400 0.016 10828.8 
11 Monthly Serial Note Remittance Advice. 
Vi-2 | Letter for Loan Repurchase ............cccceeeeeeeeee 315 12 600 0.033 237.6 

V11-1 | Collection of Remaining Principal Balances ........ 315 12 4800000 0.033 158400.0 

111-21 | Certification Requirements for the Pooling of 298 1 29811 0.05 14.9 
Multifamily Mature Loan Program. 
VI-9 | Request for Reimbursement of Mortgage Insur- 21 1 21 0.25 5.3 
ance Claim Costs for Multifamily. 

VIII-3 | Assignment Agreement ..........ccccccceeseeeeseeeeeeeees 67 1 67 0.13 8.7 

111-9 | Authorization to Accept Facsimile Signed Cor- 329 12 128 0.016 2.0 

rection Request Forms. 

VI-17 | HMBS Issuer Specification for MBSAA ............... (1) 14 12 38,400 0.13 4992.0 

pel Pha 1k Mus ene es tine usa eb ovata getaaet Seah out eenasebace aaa ust dor ca ghar set tae uarninenans ee 10,481,385 2,617,654 
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Authority: Section 3506 of the Paperwork 
Reduction Act of 1995, 44 U.S.C. Chapter 35, 
as amended. 

Dated: October 23, 2014. 

Mary K. Kinney, 

Executive Vice President, Government 
National Mortgage Association. 

{FR Doc. 2014-26647 Filed 11—7—14; 8:45 am] 
BILLING CODE 4210-67-P 


INTERNATIONAL TRADE 
COMMISSION 


[Investigation Nos. 701-TA-505 and 731- 
TA-1231, 1232, 1235, and 1237 (Final)] 


Grain-Oriented Electrical Steel From 
China, Czech Republic, Korea, and 
Russia 


Determinations 


On the basis of the record! developed 
in the subject investigations, the United 
States International Trade Commission 
(“Commission’’) determines, pursuant 
to sections 705(b) and 735(b) of the 
Tariff Act of 1930 (19 U.S.C. 1671d(b)) 
and (19 U.S.C. 1673d(b)) (‘the Act’’), 
that an industry in the United States is 
not materially injured or threatened 
with material injury, and the 
establishment of an industry in the 
United States is not materially retarded, 
by reason of imports from China, Czech 
Republic, Korea, and Russia of grain- 
oriented electrical steel, provided for in 
subheadings 7225.11 and 7226.11 of the 
Harmonized Tariff Schedule of the 
United States, that are sold in the 
United States at less than fair value 
(“LTFV”) and that are subsidized by the 
government of China.? 


Background 


The Commission instituted these 
investigations effective September 18, 
2013, following receipt of a petition 
filed with the Commission and 
Commerce by AK Steel Corp., West 
Chester, Ohio; Allegheny Ludlum, LLC, 
Pittsburgh, Pennsylvania; and the 
United Steelworkers, Pittsburgh, 
Pennsylvania. The final phase of the 
investigations was scheduled by the 
Commission following notification of 
preliminary determinations by 
Commerce that imports of grain- 
oriented electrical steel from China were 
subsidized within the meaning of 
section 703(b) of the Act (19 U.S.C. 
1671b(b)) and that imports of grain- 
oriented electrical steel from China, 
Czech Republic, Korea, and Russia were 


1 The record is defined in sec. 207.2(f) of the 
Commission's Rules of Practice and Procedure (19 
CFR 207.2(f)). 

2Commissioner Rhonda K. Schmidtlein 
dissented. 





being sold at LTFV within the meaning 
of section 733(b) of the Act (19 U.S.C. 
1673b(b)). Notice of the scheduling of 
the final phase of the Commission’s 
investigations and of a public hearing to 
be held in connection therewith was 
given by posting copies of the notice in 
the Office of the Secretary, U.S. 
International Trade Commission, 
Washington, DC, and by publishing the 
notices in the Federal Register of June 
4, 2014 (79 FR 32310) and August 20, 
2014 (79 FR 49339). The hearing was 
held in Washington, DC, on July 24, 
2014, and all persons who requested the 
opportunity were permitted to appear in 
person or by counsel. 

The Commission completed and filed 
its determinations in these 
investigations on November 4, 2014. 
The views of the Commission are 
contained in USITC Publication 4500 
(November 2014), entitled Grain- 
Oriented Electrical Steel From China, 
Czech Republic, Korea, and Russia: 
Investigation Nos. 701-TA-505 and 
731-TA-1231, 1232, 1235, and 1237 
(Final). 

Issued: November 4, 2014. 

By order of the Commission. 

Lisa R. Barton, 

Secretary to the Commission. 

{FR Doc. 2014-26585 Filed 11—7-14; 8:45 am] 
BILLING CODE 7020-02-P 





INTERNATIONAL TRADE 
COMMISSION 


[Investigation No. 337—TA-935] 


Certain Personal Transporters, 
Components Thereof, and Manuals 
Therefor Institution of Investigation 


AGENCY: U.S. International Trade 
Commission. 
ACTION: Notice. 





SUMMARY: Notice is hereby given that a 
complaint was filed with the U.S. 
International Trade Commission on 
September 9, 2014, under section 337 of 
the Tariff Act of 1930, as amended, 19 
U.S.C. § 1337, on behalf of Segway Inc. 
of Bedford, New Hampshire and DEKA 
Products Limited Partnership of 
Manchester, New Hampshire. A 
supplement to the complaint was filed 
on September 19, 2014. An amended 
complaint was filed on October 6, 2014. 
The amended complaint alleges 
violations of section 337 based upon the 
importation into the United States, the 
sale for importation, and the sale within 
the United States after importation of 
certain personal transporters, 
components thereof, and manuals 
therefor by reason of infringement of 


certain claims of U.S. Patent No. 
6,789,640 (‘‘the 640 patent”’); U.S. 
Patent No. 7,275,607 (‘‘the ’607 patent’); 
U.S. Patent No. 8,830,048 (‘‘the ’048 
patent’’); U.S. Design Patent No. 
D551,722 (‘the ’722 patent”’); U.S. 
Design Patent No. D551,592 (‘the ’592 
patent’’); and Copyright Registration No. 
TX 7-800—563; and that an industry in 
the United States exists as required by 
subsection (a)(2) of section 337. 

The complainants request that the 
Commission institute an investigation 
and, after the investigation, issue a 
general exclusion order, or in the 
alternative a limited exclusion, and 
cease and desist orders. 

ADDRESSES: The amended complaint, 
except for any confidential information 
contained therein, is available for 
inspection during official business 
hours (8:45 a.m. to 5:15 p.m.) in the 
Office of the Secretary, U.S. 
International Trade Commission, 500 E 
Street SW., Room 112, Washington, DC 
20436, telephone (202) 205-2000. 
Hearing impaired individuals are 
advised that information on this matter 
can be obtained by contacting the 
Commission’s TDD terminal on (202) 
205-1810. Persons with mobility 
impairments who will need special 
assistance in gaining access to the 
Commission should contact the Office 
of the Secretary at (202) 205-2000. 
General information concerning the 
Commission may also be obtained by 
accessing its Internet server at http:// 
www.usitc.gov. The public record for 
this investigation may be viewed on the 
Commission’s electronic docket (EDIS) 
at http://edis.usitc.gov. 

FOR FURTHER INFORMATION CONTACT: The 
Office of Unfair Import Investigations, 
U.S. International Trade Commission, 
telephone (202) 205-2560. 

Authority: The authority for institution of 
this investigation is contained in section 337 
of the Tariff Act of 1930, as amended, and 
in section 210.10 of the Commission’s Rules 
of Practice and Procedure, 19 CFR 210.10 
(2014). 


Scope of Investigation: Having 
considered the amended complaint, the 
U.S. International Trade Commission, 
on November 4, 2014, ordered that— 

(1) Pursuant to subsection (b) of 
section 337 of the Tariff Act of 1930, as 
amended, an investigation be instituted 
to determine: 

(a) Whether there is a violation of 
subsection (a)(1)(B) of section 337 in the 
importation into the United States, the 
sale for importation, or the sale within 
the United States after importation of 
certain personal transporters, 
components thereof, and manuals 
therefor by reason of infringement of 
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a 


one or more of claims 1 and 4 of the 

‘640 patent; claims 1, 3, and 7 of the 

‘607 patent; claims 1, 2, 4, 5, 6, and 7 

of the 048 patent; the claim of the ’722 

design patent; and the claim of the ’592 

design patent; 

(b) whether there is a violation of 
subsection (a)(1)(B) of section 337 in the 
importation into the United States, the 
sale for importation, or the sale within 
the United States after importation of 
certain personal transporters, 
components thereof, and manuals 
therefor by reason of infringement of 
U.S. Copyright Registration No. TX-—7— 
800-563; and 

(c) whether an industry in the United 
States exists as required by subsection 
(a)(2) of Section 337; 

(2) For the purpose of the 
investigation so instituted, the following 
are hereby named as parties upon which 
this notice of investigation shall be 
served: 

(a) The complainants are: 

Segway Inc., 14 Technology Drive, 
Bedford NH 03110 

DEKA Products Limited Partnership, 
340 Commercial St., Suite 401, 
Manchester, NH 03101 
(b) The respondents are the following 

entities alleged to be in violation of 

section 337, and are the parties upon 
which the amended complaint is to be 
served: 

PowerUnion (Beijing) Tech Co. Ltd., 
AO9, 2nd Floor, Guangshun North 
Street No. 19, Chaoyang District, 
Beijing, PRC 100012 

UPTECH Robotics Technology Co., Ltd., 
Room 302,3/F TianLi Building No. 56, 
ZhiChun Road, Haidan District, 
Beijing, PRC 100098 

Beijing Universal Pioneering Robotics 
Co., Ltd., Room 302,3/F TianLi 
Building No. 56, ZhiChun Road, 
Haidan District, Beijing, PRC 100098 

Beijing Universal Pioneering 
Technology Co., Ltd., 4F Zhong Hang 
Ke Ji Building, ZhiChun Road, Haidan 
District, Beijing, PRC 100098 

Ninebot Inc. (in China), Room 101,1/F, 
Building A-1, Northern Territory, 
Zhongguancun Dongsheng Science 
and Technology Park, No.66, 
Xixiaokou Road, Haidian District, 
Beijing, PRC 100102 

Ninebot Inc. (in USA), 113 Barksdale 
Professional Ctr., Newark, DE 19711 

Shenzhen INMOTION Technologies Co., 
Ltd., (West Side) 1st Floor, Building 
711, Pengji Industrial Zone, Liantang 
Street, Luohu District, Shenzhen, 
Guangdong, PRC 

Robstep Robot Co., Ltd., Room 110, The 
R&D Building, No. 1 Sci & Tech Road 
9, SSL Sci & Tech Industry Park, 
Dongguan, Guangdong, PRC 523808 


FreeGo High-Tech Corporation Limited, 
6/F, Block I, Electronic Info Industrial 
Park, HuangCheng Road, YangMei, 
Bantian, Shenzhen, PRC 518129 

Freego USA, LLC, 915 5th Pl., Sibley, IA 
51249 

Tech in the City, 77 Pauahi St., 
Honolulu, HI 96813 


Roboscooters.com, 21541 Crawford Lake 
Rd., Laurel Hill, NC 28541 


EcoBoomer Co. Ltd., 18139 Coastline 
Dr., Suite 3, Malibu, CA 90265 


(c) The Office of Unfair Import 
Investigations, U.S. International Trade 
Commission, 500 E Street SW., Suite 
401, Washington, DC 20436; and 

(3) For the investigation so instituted, 
the Chief Administrative Law Judge, 
U.S. International Trade Commission, 
shall designate the presiding 
Administrative Law Judge. 


Responses to the amended complaint 
and the notice of investigation must be 
submitted by the named respondents in 
accordance with section 210.13 of the 
Commission’s Rules of Practice and 
Procedure, 19 CFR 210.13. Pursuant to 
19 CFR 201.16(e) and 210.13(a), such 
responses will be considered by the 
Commission if received not later than 20 
days after the date of service by the 
Commission of the amended complaint 
and the notice of investigation. 
Extensions of time for submitting 
responses to the amended complaint 
and the notice of investigation will not 
be granted unless good cause therefor is 
shown. 


Failure of a respondent to file a timely 
response to each allegation in the 
amended complaint and in this notice 
may be deemed to constitute a waiver of 
the right to appear and contest the 
allegations of the amended complaint 
and this notice, and to authorize the 
administrative law judge and the 
Commission, without further notice to 
the respondent, to find the facts to be as 
alleged in the amended complaint and 
this notice and to enter an initial 
determination and a final determination 
containing such findings, and may 
result in the issuance of an exclusion 
order or a cease and desist order or both 
directed against the respondent. 

By order of the Commission. 

Issued: November 5, 2014. 

Lisa R. Barton, 

Secretary to the Commission. 

[FR Doc. 2014-26629 Filed 11—7-14; 8:45 am] 
BILLING CODE 7020-02-P 


INTERNATIONAL TRADE 
COMMISSION 


[Investigation No. 731-TA-1013 (Second 
Review)] 


Saccharin From China; Scheduling of 
a Full Five-Year Review 


AGENCY: United States International 
Trade Commission. 


ACTION: Notice. 





SUMMARY: The Commission hereby gives 
notice of the scheduling of a full review 
pursuant to section 751(c)(5) of the 
Tariff Act of 1930 (19 U.S.C. 1675(c)(5)) 
(the Act) to determine whether 
revocation of the antidumping duty 
order on saccharin from China would be 
likely to lead to continuation or 
recurrence of material injury within a 
reasonably foreseeable time. The 
Commission has determined to exercise 
its authority to extend the review period 
by up to 90 days pursuant to 19 U.S.C. 
1675(c)(5)(B). For further information 
concerning the conduct of this review 
and rules of general application, consult 
the Commission’s Rules of Practice and 
Procedure, part 201, subparts A through 
E (19 CFR part 201), and part 207, 
subparts A, D, E, and F (19 CFR part 
207). 
DATES: Effective Date: October 30, 2014. 
FOR FURTHER INFORMATION CONTACT: 
Cynthia Trainor (202-205-3354), Office 
of Investigations, U.S. International 
Trade Commission, 500 E Street SW., 
Washington, DC 20436. Hearing- 
impaired persons can obtain 
information on this matter by contacting 
the Commission’s TDD terminal on 202- 
205-1810. Persons with mobility 
impairments who will need special 
assistance in gaining access to the 
Commission should contact the Office 
of the Secretary at 202—205—2000. 
General information concerning the 
Commission may also be obtained by 
accessing its internet server (http:// 
www.usitc.gov). The public record for 
this review may be viewed on the 
Commission’s electronic docket (EDIS) 
at http://edis.usitc.gov. 
SUPPLEMENTARY INFORMATION: 
Background. On August 4, 2014, the 
Commission determined that responses 
to its notice of institution of the subject 
five-year review were such that a full 
review pursuant to section 751(c)(5) of 
the Act should proceed (79 FR 47478, 
August 13, 2014). A record of the 
Commissioners’ votes, the 
Commission’s statement on adequacy, 
and any individual Commissioner’s 
statements are available from the Office 
of the Secretary and at the 
Commission’s Web site. 
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Participation in the review and public 
service list. Persons, including 
industrial users of the subject 
merchandise and, if the merchandise is 
sold at the retail level, representative 
consumer organizations, wishing to 
participate in this review as parties 
must file an entry of appearance with 
the Secretary to the Commission, as 
provided in section 201.11 of the 
Commission’s rules, by 45 days after 
publication of this notice. A party that 
filed a notice of appearance following 
publication of the Commission’s notice 
of institution of the review need not file 
an additional notice of appearance. The 
Secretary will maintain a public service 
list containing the names and addresses 
of all persons, or their representatives, 
who are parties to the review. 

Limited disclosure of business 
proprietary information (BPI) under an 
administrative protective order (APO) 
and BPI service list. Pursuant to section 
207.7(a) of the Commission’s rules, the 
Secretary will make BPI gathered in this 
review available to authorized 
applicants under the APO issued in the 
review, provided that the application is 
made by 45 days after publication of 
this notice. Authorized applicants must 
represent interested parties, as defined 
by 19 U.S.C. 1677(9), who are parties to 
the review. A party granted access to 
BPI following publication of the 
Commission’s notice of institution of 
the review need not reapply for such 
access. A separate service list will be 
maintained by the Secretary for those 
parties authorized to receive BPI under 
the APO. 

Staff report. The prehearing staff 
report in the review will be placed in 
the nonpublic record on March 10, 
2015, and a public version will be 
issued thereafter, pursuant to section 
207.64 of the Commission’s rules. 

Hearing. The Commission will hold a 
hearing in connection with the review 
beginning at 9:30 a.m. on March 31, 
2015, at the U.S. International Trade 
Commission Building. Requests to 
appear at the hearing should be filed in 
writing with the Secretary to the 
Commission on or before March 23, 
2015. A nonparty who has testimony 
that may aid the Commission’s 
deliberations may request permission to 
present a short statement at the hearing. 
All parties and nonparties desiring to 
appear at the hearing and make oral 
presentations should attend a 
prehearing conference to be held at 9:30 
a.m. on March 25, 2015, at the U.S. 
International Trade Commission 
Building. Oral testimony and written 
materials to be submitted at the public 
hearing are governed by sections 
201.6(b)(2), 201.13(f), 207.24, and 


207.66 of the Commission’s rules. 
Parties must submit any request to 
present a portion of their hearing 
testimony in camera no later than 7 
business days prior to the date of the 
hearing. 

Written submissions. Each party to the 
review may submit a prehearing brief to 
the Commission. Prehearing briefs must 
conform with the provisions of section 
207.65 of the Commission’s rules; the 
deadline for filing is March 19, 2015. 
Parties may also file written testimony 
in connection with their presentation at 
the hearing, as provided in section 
207.24 of the Commission’s rules, and 
posthearing briefs, which must conform 
with the provisions of section 207.67 of 
the Commission’s rules. The deadline 
for filing posthearing briefs is April 9, 
2015. In addition, any person who has 
not entered an appearance as a party to 
the review may submit a written 
statement of information pertinent to 
the subject of the review on or before 
April 9, 2015. On April 28, 2015, the 
Commission will make available to 
parties all information on which they 
have not had an opportunity to 
comment. Parties may submit final 
comments on this information on or 
before April 30, 2015, but such final 
comments must not contain new factual 
information and must otherwise comply 
with section 207.68 of the Commission’s 
rules. All written submissions must 
conform with the provisions of section 
201.8 of the Commission’s rules; any 
submissions that contain BPI must also 
conform with the requirements of 
sections 201.6, 207.3, and 207.7 of the 
Commission’s rules. The Commission’s 
Handbook on E-Filing, available on the 
Commission’s Web site at http:// 
edis.usitc.gov, elaborates upon the 
Commission’s rules with respect to 
electronic filing. 

Additional written submissions to the 
Commission, including requests 
pursuant to section 201.12 of the 
Commission’s rules, shall not be 
accepted unless good cause is shown for 
accepting such submissions, or unless 
the submission is pursuant to a specific 
request by a Commissioner or 
Commission staff. 

In accordance with sections 201.16(c) 
and 207.3 of the Commission’s rules, 
each document filed by a party to the 
review must be served on all other 
parties to the review (as identified by 
either the public or BPI service list), and 
a certificate of service must be timely 
filed. The Secretary will not accept a 
document for filing without a certificate 
of service. 

Authority: This review is being conducted 
under authority of title VII of the Tariff Act 


of 1930; this notice is published pursuant to 
section 207.62 of the Commission’s rules. 
Issued: November 5, 2014. 
By order of the Commission. 
Lisa R. Barton, 
Secretary to the Commission. 
{FR Doc. 2014—26628 Filed 11—7—14; 8:45 am] 
BILLING CODE 7020-02-P 





DEPARTMENT OF LABOR 


Employee Benefits Security 
Administration 


Proposed Extension of Information 
Collection Request Submitted for 
Public Comment; Revisions to Annual 
Return/Report—Multiple Employer 
Plans 


AGENCY: Employee Benefits Security 
Administration, Department of Labor. 


ACTION: Notice. 





SUMMARY: The Department of Labor (the 
Department), in accordance with the 
Paperwork Reduction Act of 1995 (PRA 
95) (44 U.S.C. 3506(c)(2)(A)), provides 
the general public and Federal agencies 
with an opportunity to comment on 
proposed and continuing collections of 
information. This helps the Department 
assess the impact of its information 
collection requirements and minimize 
the reporting burden on the public and 
helps the public understand the 
Department’s information collection 
requirements and provide the requested 
data in the desired format. Currently, 
the Employee Benefits Security 
Administration is soliciting comments 
on the revision of the Form 5500 
information collection to reflect the 
hour burden required to implement 
annual reporting changes for multiple 
employer plans required by the 
Cooperative and Small Employer 
Charity Pension Flexibility Act. A copy 
of the information collection request 
(ICR) may be obtained by contacting the 
office listed in the ADDRESSES section of 
this notice. 

DATES: Written comments must be 
submitted to the office shown in the 
Addresses section on or before January 
9, 2015. 

ADDRESSES: Direct all written comments 
regarding the information collection 
request and burden estimates to G. 
Christopher Cosby, Office of Policy and 
Research, Employee Benefits Security 
Administration, U.S. Department of 
Labor, 200 Constitution Avenue NW., 
Room N-5718, Washington, DC 20210. 
Telephone: (202) 693-8410; Fax: (202) 
219-4745. These are not toll-free 
numbers. Comments may also be 
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submitted electronically to the 
following Internet email address: 
ebsa.opr@dol.gov. 


SUPPLEMENTARY INFORMATION: 
I. Background 


Section 103 of the Employee 
Retirement Income Security Act of 1974 
(ERISA), 29 U.S.C. 1023, and the 
regulations issued under that section, 
impose annual reporting and filing 
obligations on pension and welfare 
benefit plans, including multiple 
employer plans. Plan administrators, 
employers, and others generally satisfy 
these annual reporting obligations by 
the filing of the Form 5500 Annual 
Return/Report of Employee Benefit Plan 
or Form 5500-SF Annual Return/Report 
of Small Employee Benefit Plan, 
including any required schedules and 
attachments (together ‘“‘Form 5500 
Annual Return/Report”’), in accordance 
with the instructions and related 
regulations. 

The Form 5500 Annual Return/Report 
is the principal source of information 
and data available to the Department of 
Labor (DOL), the Internal Revenue 
Service (IRS), and the Pension Benefit 
Guaranty Corporation (PBGC) 
concerning the operations, funding, and 
investments of pension and welfare 
benefit plans. The Form 5500 Annual 
Return/Report constitutes an integral 
part of each Agency’s enforcement, 
research, and policy formulation 
programs, and is a source of information 
and data for use by other federal 
agencies, Congress, and the private 
sector in assessing employee benefit, 
tax, and economic trends and policies. 
The Form 5500 Annual Return/Report 
also serves as a primary means by which 
plan operations can be monitored by 
participants and beneficiaries and by 
the general public. 

The Cooperative and Small Employer 
Charity Pension Flexibility Act (the 
“CSEC Act’’),! enacted on April 7, 2014, 
created additional annual reporting 
requirements for multiple employer 
plans covered by Title I of ERISA. 
Specifically, section 104(c) of the CSEC 
Act amended section 103 of ERISA to 
require in section 103(g) that annual 
reports of multiple employer plans 
include “a list of participating 
employers” and, with respect to each 
participating employer ‘‘a good faith 
estimate of the percentage of total 
contributions made by such 
participating employers during the plan 
year.” The effective date provisions in 
Section 3 of the CSEC Act make these 
new annual reporting requirements 


1Public Law 113-97, 128 Stat. 1101. 


applicable for plan years beginning after 
December 31, 2013. 

In order to implement the CSEC Act 
requirements in a timely fashion, the 
interim final rule published elsewhere 
in this Federal Register issue changes 
Form 5500 and Form 5500-SF as 
follows for plan years beginning after 
December 31, 2013. First, certain 
conforming revisions to Part I (Annual 
Report Identification Information) of the 
Form 5500 Annual Return/Report are 
being made to facilitate multiple 
employer plans using the Form 5500 to 
comply with the new requirements 
imposed by section 104(c) of the CSEC 
Act. Specifically, Line A of Part I of the 
Form 5500 and Form 5500-SF currently 
provide a box to check if the Form 5500 
or Form 5500-SF is being filed for a 
multiple employer plan. A parenthetical 
is being added next to the box that tells 
filers checking the box that they must 
attach a list of participating employers 
and related information, and directing 
them to the form instructions for further 
information and directions on the filing 
requirements for the attachment. The 
instructions to the Form 5500 and Form 
5500-SF for that box are also being 
amended to include information and 
specific directions on completing and 
filing the required attachment. 

The instructions to the Form 5500 and 
Form 5500-SF will now provide that 
the Annual Return/Report filed for a 
multiple employer plan must include an 
attachment that identifies the 
participating employers in the plan by 
name and employer identification 
number (EIN), and includes for each 
participating employer an estimate of 
the percentage of the contributions 
made by the employer relative to the 
total contributions made by all 
participating employers during the plan 
year. The attachment, entitle “Multiple 
Employer Plan Participating Employer 
Information,” supplements and does not 
replace other Form 5500 reporting 
requirements that apply to multiple 
employer plans. 

On October 7, 2014, the Office of 
Management and Budget (OMB) 
approved the changes to Form 5500 
required by the CSEC Act as a revision 
to OMB Control Number 1210-0110 
under the emergency procedures for 
review and clearance in accordance 
with the Paperwork Reduction Act of 
1995 (Pub. L. 104-13, 44 U.S.C. Chapter 
35) and 5 CFR 1320.13. OMB’s approval 
of the revision currently is scheduled to 
expire on April 30, 2015. 


II. Current Actions 


This notice requests public comment 
pertaining to the Department's request 
for extension of OMB’s approval of its 


revision to OMB Control Number 1210- 
0110 relating to the CSEC Act 
requirements. After considering 
comments received in response to this 
notice, the Department intends to 
submit an ICR to OMB for continuing 
approval. No change to the existing ICR 
is proposed or made at this time. The 
Department notes that an agency may 
not conduct or sponsor, and a person is 
not required to respond to, an 
information collection unless it displays 
a valid OMB control number. A 
summary of the ICR and the current 
burden estimates follows: 

Agency: Employee Benefits Security 
Administration, Department of Labor. 

Title: Annual Information Return/ 
Report. 

Type of Review: Revision of a 
currently approved collection of 
information. 

OMB Number: 1210-0110. 

Affected Public: Individuals or 
households; business or other for-profit; 
not-for-profit institutions. 

Respondents: 5,527. 

Frequency of Responses: Annual. 

Responses: 5,527. 

Estimated Total Burden Hours: 2,764. 

Estimated Total Burden Cost 
(Operating and Maintenance): $0. 


III. Desired Focus of Comments 


The Department of Labor 
(Department) is particularly interested 
in comments that: 

e Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

e Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

e Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

e Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
e.g., by permitting electronic 
submissions of responses. 

Comments submitted in response to 
this notice will be summarized and/or 
included in the ICR for OMB approval 
of the extension of the information 
collection; they will also become a 
matter of public record. 
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Dated: October 8, 2014. 
Joseph S. Piacentini, 


Director, Office of Policy and Research, 
Employee Benefits Security Administration. 


[FR Doc. 2014-26499 Filed 11—7-14; 8:45 am] 
BILLING CODE 4510-29-P 





NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 


[Notice: (14-109)] 


NASA Advisory Council; Science 
Committee; Astrophysics 
Subcommittee; Meeting 


AGENCY: National Aeronautics and 
Space Administration. 


ACTION: Notice of meeting. 





SUMMARY: In accordance with the 
Federal Advisory Committee Act, Public 
Law 92-463, as amended, the National 
Aeronautics and Space Administration 
(NASA) announces a meeting of the 
Astrophysics Subcommittee of the 
NASA Advisory Council (NAC). This 
Subcommittee reports to the Science 
Committee of the NAC. The meeting 
will be held for the purpose of 
soliciting, from the scientific 
community and other persons, scientific 
and technical information relevant to 
program planning. 


DATES: Friday, November 14, 2014, 
11:00 a.m.—5:00 p.m., Local Time. 


FOR FURTHER INFORMATION CONTACT: Ms. 
Ann Delo, Science Mission Directorate, 
NASA Headquarters, Washington, DC 
20546, (202) 358-0750, fax (202) 358- 
2779, or ann.b.delo@nasa.gov. 
SUPPLEMENTARY INFORMATION: This 
meeting will be open to the public 
telephonically and by WebEx. Any 
interested person may call the USA toll 
free conference call number 866-—844— 
9416, Passcode APS, to participate in 
this meeting by telephone. The WebEx 
link is https://nasa.webex.com/, 
meeting number 999-351-851, 
Password APS@NOV14. 

The agenda for the meeting includes 
the following topics: 
—Astrophysics Division Update 
—Astrophysics Implementation Plan 
—James Webb Space Telescope 

Observing Policy 
—Program Analysis Group Updates 

It is imperative that the meeting be 
held on this date to accommodate the 
scheduling priorities of the key 
participants. Due to administrative 
error, this advisory committee meeting 
notice is being published with less than 
15 calendar day advance publication 
requirement. Exceptional circumstances 
warrant proceeding with the meeting. 





Subcommittee members were informed 
of the meeting date several months ago, 
and have made firm schedule 
commitments for this meeting. To 
mitigate the late publication, the Agency 
will issue a NASA Solicitation and 
Proposal Integrated Review and 
Evaluation System (NSPIRES) 
announcement to members of the 
scientific community. In addition, 
corrective action is being taken by the 
Agency to prevent future late meeting 
notices. 


Patricia D. Rausch, 

Advisory Committee Management Officer, 
National Aeronautics and Space 
Administration. 

[FR Doc. 2014-26658 Filed 11—7-14; 8:45 am] 


BILLING CODE 7510-13-P 





NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 


[Notice: (14-105)] 


NASA Advisory Council; Science 
Committee; Planetary Protection 
Subcommittee; Meeting 


AGENCY: National Aeronautics and 
Space Administration. 


ACTION: Notice of meeting. 





SUMMARY: In accordance with the 
Federal Advisory Committee Act, Public 
Law 92-463, as amended, the National 
Aeronautics and Space Administration 
(NASA) announces a meeting of the 
Planetary Protection Subcommittee 
(PPS) of the NASA Advisory Council 
(NAC). This Subcommittee reports to 
the Science Committee of the NAC. The 
meeting will be held for the purpose of 
soliciting, from the scientific 
community and other persons, scientific 
and technical information relevant to 
program planning. 

DATES: Monday, November 17, 2014, 
8:00 a.m. to 5:00 p.m., and Tuesday, 
November 18, 2014, 8:30 a.m. to 4:00 
p.m., Local Time. 

ADDRESSES: NASA Headquarters, 300 E 
Street SW., Room 6H41, Washington, 
DC 20546. 


FOR FURTHER INFORMATION CONTACT: Ms. 
Ann Delo, Science Mission Directorate, 
NASA Headquarters, Washington, DC 
20546, (202) 358-0750, fax (202) 358- 
2779. 


SUPPLEMENTARY INFORMATION: The 
meeting will be open to the public up 

to the capacity of the room. The meeting 
will also be available telephonically and 
by WebEx. Any interested person may 
call the USA toll free conference call 
number 844-467-6272, passcode 
229669, to participate in this meeting by 


telephone. The WebEx link is Attps:// 
nasa.webex.com/, the meeting number 
on November 17, 2014, is 994-009-643, 
passcode PPS11172014#; the meeting 
telephone conference number on 
November 18, 2014, is 844-467-6272, 
passcode 229669. The WebEx link is 
https://nasa.webex.com/, the meeting 
number on November 18, 2014 is 997— 
419-246, passcode PPS11182014#. 


The agenda for the meeting includes 
the following topics: 


—Update on NASA Planetary Protection 
Activities and Committee on Space 
Research (COSPAR) 


—Mars 2020 Level I requirements 
—Evolvable Mars 

—Rosetta 

—Europa status planning 
—Other related items 


Attendees will be requested to sign a 
register and to comply with NASA 
Headquarters security requirements, 
including the presentation of a valid 
picture ID before receiving access to 
NASA Headquarters. Foreign nationals 
attending this meeting will be required 
to provide a copy of their passport and 
visa in addition to providing the 
following information no less than 10 
working days prior to the meeting: Full 
name; gender; date/place of birth; 
citizenship; passport information 
(number, country, telephone); visa 
information (number, type, expiration 
date); employer/affiliation information 
(name of institution, address, country, 
telephone); title/position of attendee. To 
expedite admittance, attendees with 
U.S. citizenship and Permanent 
Residents (green card holders) can 
provide full name and citizenship status 
3 working days in advance by 
contacting Ann Delo via email at 
ann.b.delo@nasa.gov or by fax at (202) 
358-2779. It is imperative that the 
meeting be held on these dates to 
accommodate the scheduling priorities 
of the key participants. Due to 
administrative error, this advisory 
committee meeting notice is being 
published with less than 15 calendar 
day advance publication requirement. 
Exceptional circumstances warrant 
proceeding with the meeting. 
Subcommittee members were informed 
of the meeting date several months ago, 
and have made firm schedule 
commitments and travel arrangements 
for this meeting. To mitigate the late 
publication, the Agency will issue a 
NASA Solicitation and Proposal 
Integrated Review and Evaluation 
System (NSPIRES) announcement to 
members of the scientific community. In 
addition, corrective action is being 
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taken by the Agency to prevent future 
late meeting notices. 


Patricia D. Rausch, 

Advisory Committee Management Officer, 
National Aeronautics and Space 
Administration. 

[FR Doc. 2014-26657 Filed 11—7-14; 8:45 am] 


BILLING CODE 7510-13-P 





NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 


[Notice: (14-106)] 


NASA Applied Sciences Advisory 
Committee; Meeting 


AGENCY: National Aeronautics and 
Space Administration. 


ACTION: Notice of meeting. 


SUMMARY: In accordance with the 
Federal Advisory Committee Act, Public 
Law 92-463, as amended, the National 
Aeronautics and Space Administration 
(NASA) announces a meeting of the 
Applied Sciences Advisory Committee. 
The meeting will be held for the 
purpose of soliciting, from the scientific 
community and other persons, scientific 
and technical information relevant to 
program planning. 
DATES: Thursday December 11, 2014, 
8:45 a.m. to 5:00 p.m., and Friday, 
December 12, 2014, 8:45 a.m. to 3:00 
p.m., Local Time. 
ADDRESSES: Hotel Adagio, 550 Geary St., 
Ensemble Meeting Room, San Francisco, 
CA 94102. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Peter Meister, Science Mission 
Directorate, NASA Headquarters, 
Washington, DC 20546, (202) 358-1557, 
fax (202) 358-4118, or peter.g.meister@ 
nasa.gov. 
SUPPLEMENTARY INFORMATION: The 
meeting will be open to the public up 
to the capacity of the room. This 
meeting will also be available 
telephonically and by WebEx. Any 
interested person may call the USA toll 
free conference number 844—467—4685, 
pass code 635480, to participate in the 
meeting by telephone. The WebEx link 
is https://nasa.webex.com, the meeting 
number on December 11 is 394 528 198, 
and password @December11; the 
meeting number on December 12 is 398 
060 535 and password @December12. 
The agenda for the meeting includes the 
following topics: 
—Review of Program Strategy 
—Decadal Survey Preparation 
—Data Latency Issues 

It is imperative that the meeting be 
held on these dates to accommodate the 
scheduling priorities of the key 





participants. Attendees will be 
requested to sign a register. 


Patricia D. Rausch, 


Advisory Committee Management Officer, 
National Aeronautics and Space 
Administration. 


[FR Doc. 2014-26610 Filed 11—7-14; 8:45 am] 
BILLING CODE 7510-13-P 





NATIONAL SCIENCE FOUNDATION 


Notice of Permits Issued Under the 
Antarctic Conservation Act of 1978 


AGENCY: National Science Foundation. 
ACTION: Notice of permits issued Under 
the Antarctic Conservation Act of 1978, 
Public Law 95-541. 





SUMMARY: The National Science 
Foundation (NSF) is required to publish 
notice of permits issued under the 
Antarctic Conservation Act of 1978. 
This is the required notice. 

FOR FURTHER INFORMATION CONTACT: Li 
Ling Hamady, ACA Permit Officer, 
Division of Polar Programs, Rm. 755, 
National Science Foundation, 4201 


Wilson Boulevard, Arlington, VA 22230. 


Or by email: ACApermits@nsf.gov. 
SUPPLEMENTARY INFORMATION: On 
September 30, 2014 the National 
Science Foundation published a notice 
in the Federal Register of a permit 
application received. The permit was 
issued on October 31, 2014 to: 
Lockheed Martin Corporation—Permit 
No. 2015-010 


Nadene G. Kennedy, 

Polar Coordination Specialist, Division of 
Polar Programs. 

{FR Doc. 2014-26589 Filed 11—7-14; 8:45 am] 
BILLING CODE 7555-01-P 





NATIONAL SCIENCE FOUNDATION 


Notice of Permit Applications Received 
Under the Antarctic Conservation Act 
of 1978 


AGENCY: National Science Foundation. 
ACTION: Notice of Permit Applications 
Received Under the Antarctic 
Conservation Act of 1978, Public Law 
95-541. 





SUMMARY: The National Science 
Foundation (NSF) is required to publish 
a notice of permit applications received 
to conduct activities regulated under the 
Antarctic Conservation Act of 1978. 
NSF has published regulations under 
the Antarctic Conservation Act at Title 
45 Part 670 of the Code of Federal 
Regulations. This is the required notice 
of permit applications received. 


DATES: Interested parties are invited to 
submit written data, comments, or 
views with respect to this permit 
application by December 10, 2014. This 
application may be inspected by 
interested parties at the Permit Office, 
address below. 


ADDRESSES: Comments should be 
addressed to Permit Office, Room 755, 
Division of Polar Programs, National 
Science Foundation, 4201 Wilson 
Boulevard, Arlington, Virginia 22230. 


FOR FURTHER INFORMATION CONTACT: Li 
Ling Hamady, ACA Permit Officer, at 
the above address or ACApermits@ 
nsf.gov or (703) 292-7149. 


SUPPLEMENTARY INFORMATION: The 
National Science Foundation, as 
directed by the Antarctic Conservation 
Act of 1978 (Pub. L. 95-541), as 
amended by the Antarctic Science, 
Tourism and Conservation Act of 1996, 
has developed regulations for the 
establishment of a permit system for 
various activities in Antarctica and 
designation of certain animals and 
certain geographic areas requiring 
special protection. The regulations 
establish such a permit system to 
designate Antarctic Specially Protected 
Areas. 


Application Details 


1. Applicant Permit Application: 
2015-013; Dr. Sarah Eppley, Portland 
State University, Department of Biology, 
P.O. Box 751, Portland, OR 97207. 


Activity for Which Permit Is Requested 


ASPA, Import into USA. Mosses are 
known ecosystem engineers in the 
Arctic tundra, while little is known 
about Antarctic mosses in organizing 
communities or shaping ecosystem 
processes, and how individual moss 
types influence Antarctic ecology. The 
applicants propose to collect moss and 
soil samples from ASPAs to investigate 
how climate warming will affect 
Antarctic moss terrestrial ecosystems. 
Moss samples will be taken using a 
metal 2 cubic centimeter coring device, 
and soil samples will be collected at up 
to 3 cm deep. Up to 180 samples total 
from each of 6 different species and 30 
samples total from two other species 
will be taken, along with up to 400 total 
soil samples. These samples will be 
imported back to Portland State 
University. 


Location 


ASPAs 125 (Fildes Peninsula), 126 
(Byers Peninsula), 140 (Crater Lake), 150 
(Ardly Island). 
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Dates 
January 5—June 30, 2015. 


Nadene G. Kennedy, 

Polar Coordination Specialist, Division of 
Polar Programs. 

[FR Doc. 2014—26588 Filed 11—7—14; 8:45 am] 
BILLING CODE 7555-01-P 


NUCLEAR REGULATORY 
COMMISSION 


[Docket Nos. 50-275-LR and 50-323-LR; 
ASLBP No. 10-900-01-LR-BD0O1] 


Pacific Gas & Electric Company; 
(Diablo Canyon Nuclear Power Plant, 
Units 1 and 2); Notice of Atomic Safety 
and Licensing Board Reconstitution 


Pursuant to 10 CFR 2.313(c) and 
2.321(b), the Atomic Safety and 
Licensing Board (Board) in the above- 


captioned Diablo Canyon Nuclear Power 


Plant, Units 1and 2 license renewal 
proceeding is hereby reconstituted by 
appointing Administrative Judge Gary S. 
Arnold to serve on the Board in place 

of Administrative Judge Paul B. 
Abramson. 

All correspondence, documents, and 
other materials shall continue to be filed 
in accordance with the NRC E-Filing 
rule. See 10 CFR 2.302 et seq. 

Issued at Rockville, Maryland, this 4th day 
of November 2014. 

E. Roy Hawkens, 

Chief Administrative Judge, Atomic Safety 
and Licensing Board Panel. 

[FR Doc. 2014-26646 Filed 11—7—14; 8:45 am] 
BILLING CODE 7590-01-P 





NUCLEAR REGULATORY 
COMMISSION 


[Docket No. 52-037; NRC-—2008—0556] 


Ameren Missouri; Combined License 
Application for Callaway Plant, Unit 2 


AGENCY: Nuclear Regulatory 
Commission. 


ACTION: Exemption; issuance. 





SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) is issuing an 
exemption in a response to an August 7, 
2014, letter from Ameren Missouri, 
which requested an exemption from the 
implementation of enhancements to 
Emergency Preparedness (EP) rules in 
their Combined License (COL) 
application. The NRC staff reviewed this 
request and determined that it is 
appropriate to grant the exemption, but 
stipulated that the updates to the COL 
application addressing the 
implementation of enhancements to EP 





rules must be submitted prior to, or 
coincident with, the resumption of the 
COL application review or by December 
31, 2015, whichever comes first. 

DATES: The exemption is effective on 
November 10, 2014. 

ADDRESSES: Please refer to Docket 1D 
NRC-—2008-—0556 when contacting the 
NRC about the availability of 
information regarding this document. 
You may obtain publicly-available 
information related to this action by the 
following methods: 

e Federal Rulemaking Web site: Go to 
http://www.regulations.gov and search 
for Docket ID NRC—2008—0556. Address 
questions about NRC dockets to Carol 
Gallagher; telephone: 301-287-3422; 
email: Carol.Galiagher@nrc.gov. For 
technical questions, contact the 
individual listed in the FOR FURTHER 
INFORMATION CONTACT section of this 
document. 

e NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly- 
vailable documents online in the 
ADAMS Public Documents collection at 
http://www.nre.gov/reading-rm/ 
adams.html. To begin the search, select 
‘““ADAMS Public Documents”’ and then 
select ‘“Begin Web-based ADAMS 
Search.” For problems with ADAMS, 
please contact the NRC’s Public 
Document Room (PDR) reference staff at 
1-800-397-4209, 301-415-4737, or by 
email to pdr.resource@nrc.gov. 

e NRC’s PDR: You may examine and 
purchase copies of public documents at 
the NRC’s PDR, Room O1-F21, One 
White Flint North, 11555 Rockville 
Pike, Rockville, Maryland 20852. 

FOR FURTHER INFORMATION CONTACT: 
Prosanta Chowdhury, Office of New 
Reactors, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555-— 
0001; telephone: 301-415-1647 or 
email: Prosanta.Chowdhury@nrc.gov. 
SUPPLEMENTARY INFORMATION: 


I. Background 


On July 24, 2008, Union Electric 
Company, doing business as Ameren 
UE, submitted to the NRC a COL 
Application for a single unit of AREVA 
NP’s U.S. Evolutionary Power Reactor 
(U.S. EPR) (ADAMS Accession No. 
ML082140630) in accordance with the 
requirements in part 52, Subpart C of 
Title 10 of the Code of Federal 
Regulations (10 CFR), “Licenses, 
Certifications, and Approvals for 
Nuclear Power Plants.” This reactor is 
to be identified as Callaway Plant 
(Callaway), Unit 2, and located at the 
current Callaway County, Missouri, site 
of the Callaway Power Plant. The 
Callaway, Unit 2, COL application is 


based upon and linked to the U.S. EPR 
reference COL (RCOL) application for 
UniStar’s Calvert Cliffs Nuclear Power 
Plant, Unit 3 (CCNPP3). The NRC 
docketed the Callaway, Unit 2, COL 
application on December 12, 2008. On 
February 25, 2009, Ameren submitted 
Revision 1 to the COL application, 
including updates to the Final Safety 
Analysis Report (FSAR) (ADAMS 
Accession No. ML090710444). In its 
letter to the NRC dated April 28, 2009, 
Ameren informed the NRC that it was 
suspending its efforts to build a nuclear 
power plant in Missouri (ADAMS 
Accession No. ML091210159). 
Subsequently, by letter dated June 23, 
2009, Ameren requested the NRC to 
suspend all review activities relating to 
the Callaway, Unit 2, COL application 
(ADAMS Accession No. ML091750988). 
The NRC informed Ameren by letter 
dated June 29, 2009, that it had 
suspended all review activities relating 
to the Callaway, Unit 2, COL application 
(ADAMS Accession No. ML091750665). 
By letter to the NRC dated October 26, 
2010, Ameren requested a one-time 
exemption from the 10 CFR 
50.71(e)(3)(iii) requirements to submit 
the COL application FSAR update, and 
proposed for approval of a new 
submittal deadline of December 31, 
2012, for the next FSAR update. The 
NRC granted the exemption as described 
in the Federal Register notice published 
on January 21, 2011 (76 FR 3927). Prior 
to expiration of the exemption, while 
the COL application remained 
suspended, Ameren, on October 15, 
2012, requested a second one-time 
exemption from the 10 CFR 
50.71(e)(3)(iii) requirements to submit 
the COL application FSAR update, and 
proposed for approval of a new 
submittal deadline of December 31, 
2014, for the next FSAR update. The 
NRC granted the exemption as described 
in the Federal Register notice published 
on December 28, 2012 (77 FR 76539). 
The NRC is currently performing a 
detailed review of the CCNPP3 RCOL 
application, as well as AREVA NP’s 
application for design certification of 
the U.S. EPR. On October 3, 2013 
(ADAMS Accession No. ML13282A311), 
Ameren requested an exemption from 
the requirements of 10 CFR Part 50, 
Appendix E, Section I.5, as referenced 
by 10 CFR 52.79(a)(21), to submit an 
update by December 31, 2013, to the 
COL application, addressing the 
enhancements to Emergency 
Preparedness (EP) rules. The NRC 
granted the exemption as described in 
the Federal Register notice published 
on November 27, 2013 (78 FR 70967). 
On August 7, 2014 (ADAMS Accession 
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No. ML14234A253), Ameren requested 
a second exemption from the 
requirements of 10 CFR Part 50, 
Appendix E, Section 1.5, as referenced 
by 10 CFR 52.79(a)(21), to submit an 
update by December 31, 2016, to the 
COL application, addressing the 
enhancements to EP rules. 


II. Request/Action 


In Part 50, Appendix E, Section 1.5 
requires that an applicant for a COL 
under Subpart C of 10 CFR Part 52 
whose application was docketed prior to 
December 23, 2011, must revise their 
COL application to comply with the EP 
rules published in the Federal Register 
on November 23, 2011 (76 FR 72560). 
An applicant that does not receive a 
COL before December 31, 2013, shall 
revise its COL application to comply 
with these changes no later than 
December 31, 2013. 

Since Ameren will not hold a COL 
prior to December 31, 2013, it is 
therefore, required to revise its 
application to be compliant with the 
new EP rules by December 31, 2013. 
Similar to an earlier exemption request 
it submitted, as described above, by 
letter dated August 7, 2014, Ameren 
requested another exemption from the 
requirements of 10 CFR Part 50, 
Appendix E, Section 1.5, to submit the 
required COL application revision to 
comply with the new EP rules (ADAMS 
Accession No. ML14234A253). The 
requested exemption would allow 
Ameren to revise its COL application, 
and comply with the new EP rules on 
or before December 31, 2016, rather than 
the December, 31, 2013, date required 
by 10 CFR Part 50, Appendix E, Section 
1.5. The current requirement to comply 
with the new EP rules could not be 
changed, absent the exemption. 


II. Discussion 


Pursuant to 10 CFR 50.12, the 
Commission may, upon application by 
any interested person or upon its own 
initiative, grant exemptions from the 
requirements of 10 CFR Part 50, 
including 10 CFR Part 50, Appendix E, 
Section 1.5, when: (1) The exemption(s) 
are authorized by law, will not present 
an undue risk to public health or safety, 
and are consistent with the common 
defense and security; and (2) special 
circumstances are present. As relevant 
to the requested exemption, special 
circumstances exist if: “[a]pplication of 
the regulation in the particular 
circumstances would not serve the 
underlying purpose of the rule or is not 
necessary to achieve the underlying 
purpose of the rule” (10 CFR 
50.12(a)(2)(ii)). 





Authorized by Law 


The exemption is a one-time schedule 
exemption from the requirements of 10 
CFR Part 50, Appendix E, Section 1.5. 
The exemption, as requested, would 
allow Ameren to revise its COL 
application, and comply with the new 
EP rules on or before December 31, 
2016, in lieu of December 31, 2014, the 
date granted by the NRC in response to 
Ameren’s request of October 3, 2013, for 
an exemption from the initial December 
31, 2013, requirement per 10 CFR Part 
50, Appendix E, Section 1.5. As stated 
above, 10 CFR 50.12 allows the NRC to 
grant exemptions from the requirements 
of 10 CFR Part 50. The NRC staff has 
determined that granting Ameren the 
requested one-time exemption from the 
requirements of 10 CFR Part 50, 
Appendix E, Section 1.5 will provide 
only temporary relief from this 
regulation under the above cited special 
circumstances, and will not result in a 
violation of the Atomic Energy Act of 
1954, as amended, or NRC’s regulations. 
Therefore, the exemption is authorized 
by law. 


No Undue Risk to Public Health and 
Safety 

The underlying purposes of the 
enhancements to EP found in 10 CFR 
Part 50, Appendix E, Section 1.5, is to 
amend certain EP requirements, which 
are aimed at enhancing protective 
measures in the event of a radiological 
emergency; address, in part, 
enhancements identified after the 
terrorist events of September 11, 2001; 
clarify regulations to effect consistent 
Emergency Plan implementation among 
licensees; and modify certain 
requirements to be more effective and 
efficient. Since plant construction 
cannot proceed until the NRC review of 
the application is completed, a 
mandatory hearing is completed, and a 
license is issued, the exemption does 
not increase the probability of 
postulated accidents. Additionally, 
based on the nature of the requested 
exemption as described above, no new 
accident precursors are created by the 
exemption; thus, neither the probability, 
nor the consequences of postulated 
accidents are increased. Therefore, there 
is no undue risk to public health and 
safety. 


Consistent With Common Defense and 
Security 

The exemption would allow Ameren 
to submit the revised COL application 
prior to requesting the NRC to resume 
the review, and in any event, on or 
before December 31, 2015. This 
schedule change has no relation to 


security issues. Therefore, the common 
defense and security is not impacted. 


Special Circumstances 


Special circumstances, in accordance 
with 10 CFR 50.12(a)(2)(ii) are present 
whenever “[a]pplication of the 
regulation in the particular 
circumstances would not serve the 
underlying purpose of the rule or is not 
necessary to achieve the underlying 
purpose of the rule” (10 CFR 
50.12(a)(2)(ii)). The purpose of 10 CFR 
Part 50, Appendix E, Section 1.5 was to 
ensure that applicants and new COL 
holders updated their COL application 
or Combined License to allow the NRC 
to review them efficiently and 
effectively, and to bring the applicants 
or licensees into compliance prior to 
their potential approval and receipt of 
license, or for licensees, prior to 
operating the facility. The targets of 
Section 1.5 of the rule were those 
applications that were in the process of 
being actively reviewed by the NRC staff 
when the rule came into effect on 
November 23, 2011. Since Ameren 
requested the NRC to suspend its review 
of the Callaway, Unit 2, COL 
application, compelling Ameren to 
revise its COL application in order to 
meet the December 31, 2014, 
compliance deadline per the exemption 
granted on November 27, 2013 (78 FR 
70965), would only bring on 
unnecessary burden and hardship for 
the applicant to meet the compliance 
date. Because Ameren must update its 
application to comply with the 
enhancements to the EP rules prior to 
the NRC approving its COL application, 
the underlying purpose of the rule is 
still achieved if the applicant is required 
to comply by updating the relevant EP 
information in its application on or 
before the earlier date of either a request 
to restart review or December 31, 2015. 
For this reason, the application of 10 
CFR Part 50, Appendix E, Section 1.5, 
for the suspended Callaway, Unit 2, 
COL application is deemed 
unnecessary, and therefore, special 
circumstances are present. 

Eligibility for Categorical Exclusion 
From Environmental Review 

With respect to the exemption’s 
impact on the quality of the human 
environment, the NRC has determined 
that this specific exemption request is 
eligible for categorical exclusion as 
identified in 10 CFR 51.22(c)(25). Under 
10 CFR 51.22(c)(25), granting of an 
exemption from the requirements of any 
regulation of 10 CFR Chapter 1 (which 
includes 10 CFR Part 50, Appendix E, 
Section 1.5) is an action that is a 
categorical exclusion, provided that: 
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(i) There is no significant hazards 
consideration; 

(ii) There is no significant change in 
the types or significant increase in the 
amounts of any effluents that may be 
released offsite; 

(iii) There is no significant increase in 
individual or cumulative public or 
occupational radiation exposure; 

(iv) There is no significant 
construction impact; 

(v) There is no significant increase in 
the potential for or consequences from 
radiological accidents; and 

(vi) The requirements from which an 
exemption is sought involve: 

(A) Recordkeeping requirements; 

(B) Reporting requirements; 

(C) Inspection or surveillance 
requirements; 

D) Equipment servicing or 
maintenance scheduling requirements; 
(E) Education, training, experience, 
qualification, requalification or other 
employment suitability requirements; 

(F) Safeguard plans, and materials 
control and accounting inventory 
scheduling requirements; 

(G) Scheduling requirements; 

(H) Surety, insurance or indemnity 
requirements; or 

I) Other requirements of an 
administrative, managerial, or 
organizational nature. 

The requirements from which this 
exemption is sought involve only “(B) 
Reporting requirements” or ‘‘(G) 
Scheduling requirements”’ of those 
required by 10 CFR 51.22(c)(25)(vi). 

The NRC staff's determination that 
each of the applicable criteria for this 
categorical exclusion is met as follows: 

I. 10 CFR 51.22(c)(25)(i): There is no 
significant hazards consideration. 

Staff Analysis: The criteria for 
determining if an exemption involves a 
significant hazards consideration are 
found in 10 CFR 50.92. The proposed 
action involves only a schedule change 
regarding the submission of an update 
to the application for which the 
licensing review has been suspended. 
Therefore, there are no significant 
hazard considerations because granting 
the proposed exemption would not: 

(1) Involve a significant increase in 
the probability or consequences of an 
accident previously evaluated; or 

(2) Create the possibility of a new or 
different kind of accident from any 
accident previously evaluated; or 

(3) Involve a significant reduction in 
a margin of safety. 

II. 10 CFR 51.22(c)(25)(ii): There is no 
significant change in the types or 
significant increase in the amounts of 
any effluents that may be released 
offsite. 

Staff Analysis: The proposed action 
involves only a schedule change, which 


is administrative in nature, and does not 
involve any changes in the types or 
significant increase in the amounts of 
effluents that may be released offsite. 

Ill. 10 CFR 51.22(c)(25)(iii): There is 
no significant increase in individual or 
cumulative public or occupational 
radiation exposure. 

Staff Analysis: Since the proposed 
action involves only a schedule change, 
which is administrative in nature, it 
does not contribute to any significant 
increase in occupational or public 
radiation exposure. 

IV. 10 CFR 51.22(c)(25)(iv): There is 
no significant construction impact. 

Staff Analysis: The proposed action 
involves only a schedule change, which 
is administrative in nature. The 
application review is suspended until 
further notice, and there is no 
consideration of any construction at this 
time; therefore, the proposed action 
does not involve any construction 
impact. 

V. 10 CFR 51.22(c)(25)(v): There is no 
significant increase in the potential for 
or consequences from radiological 
accidents. 

Staff Analysis: The proposed action 
involves only a schedule change which 
is administrative in nature and does not 
impact the probability or consequences 
of accidents. 

VI. 10 CFR 51.22(c)(25)(vi): The 
requirements from which this 
exemption is sought involve only “(B) 
Reporting requirements” or “(G) 
Scheduling requirements.” 

Staff Analysis: The exemption request 
involves requirements in both of these 
categories because it involves 
submitting an updated COL application, 
and also relates to the schedule for 
submitting COL application updates to 
the NRC. 


III. Conclusion 


Accordingly, the Commission has 
determined that, pursuant to 10 CFR 
50.12(a), the exemption is authorized by 
law, will not present an undue risk to 
the public health and safety, and is 
consistent with the common defense 
and security. Also, special 
circumstances as described in 10 CFR 
50.12(a)(2)(ii) are present. Therefore, the 
Commission hereby grants Ameren a 
one-time exemption from the 
requirements of 10 CFR Part 50, 
Appendix E, Section 1.5 pertaining to 
the Callaway, Unit 2, COL application to 
allow submittal of the revised COL 
application that complies with the new 
EP rules prior to any request to the NRC 
to resume the review, and in any event, 
no later than December 31, 2015. 

Pursuant to 10 CFR 51.22, the 
Commission has determined that the 


exemption request meets the applicable 
categorical exclusion criteria set forth in 
10 CFR 51.22(c)(25), and the granting of 
this exemption will not have a 
significant effect on the quality of the 
human environment. 

This exemption is effective upon 
issuance. 

Dated at Rockville, Maryland, this 31st day 
of October 2014. 

For the Nuclear Regulatory Commission. 


Mark Delligatti, 

Deputy Director, Division of New Reactor 
Licensing, Office of New Reactors. 

{FR Doc. 2014—26645 Filed 11—7—14; 8:45 am] 
BILLING CODE 7590-01-P 


NUCLEAR REGULATORY 
COMMISSION 


[Docket No. 52-037; NRC-—2008-0556] 


Ameren Missouri; Combined License 
Application for Callaway Plant, Unit 2 


AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Exemption; issuance. 


SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) is issuing an 
exemption in a response to an August 7, 
2014, letter from Ameren Missouri, 
which requested an exemption from 
Final Safety Analysis Report (FSAR) 
updates included in their Combined 
License (COL) application. The NRC 
staff reviewed this request and 
determined that it is appropriate to 
grant the exemption, but stipulated that 
the updates to the FSAR must be 
submitted prior to, or coincident with, 
the resumption of the COL application 
review or by December 31, 2015, 
whichever comes first. 

DATES: The exemption is effective on 
November 10, 2014. 

ADDRESSES: Please refer to Docket ID 
NRC-2008-0556 when contacting the 
NRC about the availability of 
information regarding this document. 
You may obtain publicly-available 
information related to this action by the 
following methods: 

e Federal Rulemaking Web site: Go to 
http://www.regulations.gov and search 
for Docket ID NRC—2008-—0556. Address 
questions about NRC dockets to Carol 
Gallagher; telephone: 301-287-3422; 
email: Carol.Gallagher@nrc.gov. For 
technical questions, contact the 
individual listed in the FOR FURTHER 
INFORMATION CONTACT section of this 
document. 

e NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly 
available documents online in the 
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ADAMS Public Documents collection at 
http://www.nrc.gov/reading-rm/ 
adams.html. To begin the search, select 
“ADAMS Public Documents” and then 
select “Begin Web-based ADAMS 
Search.” For problems with ADAMS, 
please contact the NRC’s Public 
Document Room (PDR) reference staff at 
1-800-397-4209, 301-415-4737, or by 
email to pdr.resource@nrc.gov. 

e NRC’s PDR: You may examine and 
purchase copies of public documents at 
the NRC PDR, Room O1-F21, One 
White Flint North, 11555 Rockville 
Pike, Rockville, MD 20852. 

FOR FURTHER INFORMATION CONTACT: 
Prosanta Chowdhury, Office of New 
Reactors, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555-— 
0001; telephone: 301-415-1647; email: 
Prosanta.Chowdhury@nrc.gov. 


SUPPLEMENTARY INFORMATION: 


I. Background 


On July 24, 2008, Union Electric 
Company, doing business as Ameren 
UE, submitted to the NRC a COL 
Application for a single unit of AREVA 
NP’s U.S. Evolutionary Power Reactor 
(U.S. EPR) (ADAMS Accession No. 
ML082140630) in accordance with the 
requirements in part 52, Section C of 
Title 10 of the Code of Federal 
Regulations (10 CFR), ‘Licenses, 
Certifications, and Approvals for 
Nuclear Power Plants.”’ This reactor is 
to be identified as Callaway Plant 
(Callaway), Unit 2, and located at the 
current Callaway County, Missouri site 
of the Callaway Power Plant. The 
Callaway, Unit 2, COL application is 
based upon and linked to the U.S. EPR 
reference COL (RCOL) application for 
UniStar’s Calvert Cliffs Nuclear Power 
Plant, Unit 3 (CCNPP3). The NRC 
docketed the Callaway, Unit 2, COL 
application on December 12, 2008. On 
February 25, 2009, Ameren submitted 
Revision 1 to the COL application, 
including updates to the Final Safety 
Analysis Report (FSAR) (ADAMS 
Accession No. ML090710444). In its 
letter to the NRC dated April 28, 2009, 
Ameren informed the NRC that it was 
suspending its efforts to build a nuclear 
power plant in Missouri (ADAMS 
Accession No. ML091210159). 
Subsequently, by letter dated June 23, 
2009, Ameren requested the NRC to 
suspend all review activities relating to 
the Callaway, Unit 2, COL application 
(ADAMS Accession No. ML091750988). 
The NRC informed Ameren by letter 
dated June 29, 2009, that it had 
suspended all review activities relating 
to the Callaway, Unit 2, COL 
application. By letter to the NRC dated 
October 15, 2012, Ameren requested a 


one-time exemption from the 10 CFR 
50.71(e)(3)(iii) requirements to submit 
the scheduled 2012 and 2013 COL 
application FSAR updates, and 
proposed for approval of a new 
submittal deadline of December 31, 
2014, for the next FSAR update. The 
NRC granted the exemption as described 
in Federal Register Notice (FRN) 77 FR 
76539 (December 28, 2012). The NRC is 
currently performing a detailed review 
of the CCNPP3 RCOL application, as 
well as AREVA NP’s application for 
design certification of the U.S. EPR. 


II. Request/Action 


The regulations specified in 10 CFR 
50.71(e)(3)(iii), require that an applicant 
for a COL under 10 CFR Part 52 shall, 
during the period from docketing of a 
COL application until the Commission 
makes a finding under 10 CFR 52.103(g) 
pertaining to facility operation, submit 
an annual update to the application’s 
FSAR, which is a part of the 
application. 

Pursuant to 10 CFR 50.71(e)(3)(iii), 
the next annual update of the Callaway, 
Unit 2, COL application FSAR would be 
due on or before December 31, 2014. By 
letter to the NRC dated August 7, 2014, 
Ameren requested a one-time exemption 
from the 10 CFR 50.71(e)(3)(iii) 
requirements to submit the scheduled 
2014 COL application FSAR update, 
and proposed for approval of a new 
submittal deadline of December 31, 
2016, for the next FSAR update 
(ADAMS Accession Number 
ML14234A253). 

Ameren’s requested exemption is a 
one-time schedule change from the 
requirements of 10 CFR 50.71(e)(3)(iii). 
The exemption, as requested, would 
allow Ameren to submit the next FSAR 
update at a later date, but still in 
advance of NRC’s reinstating its review 
of the application and in any event, by 
December 31, 2016. The current FSAR 
update schedule could not be changed, 
absent the exemption. Ameren 
requested the exemption by letter dated 
August 7, 2014. 


III. Discussion 


Pursuant to 10 CFR 50.12, the NRC 
may, upon application by any interested 
person or upon its own initiative, grant 
exemptions from the requirements of 10 
CFR Part 50, including Section 
50.71(e)(3)(iii) when: (1) The 
exemptions are authorized by law, will 
not present an undue risk to public 
health or safety, and are consistent with 
the common defense and security; and 
(2) special circumstances are present. As 
relevant to the requested exemption, 
special circumstances exist if: (1) 
“Application of the regulation in the 


particular circumstances would not 
serve the underlying purpose of the rule 
or is not necessary to achieve the 
underlying purpose of the rule” (10 CFR 
50.12(a)(2)(ii)); or (2) “The exemption 
would provide only temporary relief 
from the applicable regulation and the 
licensee or applicant has made good 
faith efforts to comply with the 
regulation” (10 CFR 50.12(a)(2)(v)). 

The review of the Callaway, Unit 2, 
COL application FSAR has been 
suspended since June 29, 2009. Since 
the COL application FSAR is directly 
linked to the CCNPP3 RCOL 
application, many changes in the RCOL 
application require an associated change 
to the COL application FSAR and, 
because the NRC review of the COL 
application is suspended, the updates to 
the FSAR will not be reviewed by the 
NRC staff until the Callaway, Unit 2, 
COL application review is resumed. 
Thus, the optimum time to prepare a 
revision to the COL application FSAR is 
sometime prior to Ameren requesting 
the NRC to resume its review. To 
prepare and submit a COL application 
FSAR update when the review remains 
suspended and in the absence of any 
decision by Ameren to request the NRC 
to resume the review would require 
Ameren to spend significant time and 
effort and would be of no value, 
particularly due to the fact that the 
RCOL application and the U.S. EPR 
FSAR are still undergoing periodic 
revisions and updates. Furthermore, the 
adjudicatory proceedings related to the 
Callaway, Unit 2, COL application were 
terminated by the Atomic Safety and 
Licensing Board (ASLB) after 
agreements were made between 
Ameren, the NRC, and the petitioners 
for intervention, as documented in 
‘““Amerenue (Callaway Plant, Unit 2), 
LBP-—09—23 (2009) (ADAMS Accession 
No. ML092400189). Ameren commits to 
submit the next FSAR update prior to 
any request to the NRC to resume 
review of the COL application and, in 
any event, by December 31, 2016. 
Ameren would need to identify all 
committed changes to the RCOL 
application since the last revisions to 
the RCOL application and the U.S. EPR 
FSAR in order to prepare a COL 
application FSAR revision that 
accurately and completely reflects the 
committed changes to the RCOL 
application as well as the U.S. EPR 
FSAR. 

The requested one-time exemption to 
defer submittal of the next update to the 
Callaway, Unit 2, COL application 
FSAR would provide only temporary 
relief from the regulations of 10 CFR 
50.71(e)(3)(iii). Ameren has made good 
faith efforts to comply with 10 CFR 
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50.71(e)(3)(iii) by submitting Revision 1 
to the COL application dated February 
25, 2009, prior to requesting the review 
suspension. Revision 1 incorporated 
information provided in prior 
supplements and standardized language 
with the RCOL application. 


Authorized by Law 


The exemption is a one-time schedule 
exemption from the requirements of 10 
CFR 50.71(e)(3)(iii). The exemption, as 
requested, would allow Ameren to 
submit the next Callaway Unit 2 COL 
application FSAR update on or before 
December 31, 2016, in lieu of the 
required scheduled submittal on or 
before December 31, 2014. As stated 
above, 10 CFR 50.12 allows the NRC to 
grant exemptions. The NRC staff has 
determined that granting Ameren a one- 
time exemption from the requirements 
of 10 CFR 50.71(e)(3)(iii) with updates 
to the FSAR to be submitted on or 
before December 31, 2015, will provide 
only temporary relief from this 
regulation and will not result in a 
violation of the Atomic Energy Act of 
1954, as amended, or NRC regulations. 
Therefore, the exemption is authorized 
by law. 


No Undue Risk to Public Health and 
Safety 

The underlying purpose of 10 CFR 
50.71(e)(3)(iii) is to provide for a timely 
and comprehensive update of the FSAR 
associated with a COL application in 
order to support an effective and 
efficient review by the NRC staff and 
issuance of the NRC staff’s safety 
evaluation report. The requested 
exemption is solely administrative in 
nature, in that it pertains to the 
schedule for submittal to the NRC of 
revisions to an application under 10 
CFR Part 52, for which a license has not 
been granted. In addition, since the 
review of the application has been 
suspended, any update to the 
application submitted by Ameren will 
not be reviewed by the NRC at this time. 
Based on the nature of the requested 
exemption as described above, no new 
accident precursors are created by the 
exemption; thus, neither the probability, 
nor the consequences of postulated 
accidents are increased. Therefore, there 
is no undue risk to public health and 
safety. 


Consistent With Common Defense and 
Security 

The exemption would allow Ameren 
to submit the next FSAR update prior to 
requesting the NRC to resume the 
review and, in any event, on or before 
December 31, 2015. This schedule 
change has no relation to security 


issues. Therefore, the common defense 
and security is not impacted by this 
exemption. 


Special Circumstances 


Special circumstances, in accordance 
with 10 CFR 50.12(a)(2), are present 
whenever: (1) “Application of the 
regulation in the particular 
circumstances would not serve the 
underlying purpose of the rule or is not 
necessary to achieve the underlying 
purpose of the rule” (10 CFR 
50.12(a)(2)(ii)); or (2) “The exemption 
would provide only temporary relief 
from the applicable regulation and the 
licensee or applicant has made good 
faith efforts to comply with the 
regulation” (10 CFR 50.12(a)(2)(v)). 

The underlying purpose of 10 CFR 
50.71(e)(3)(iii) is to provide for a timely 
and comprehensive update of the FSAR 
associated with a COL application in 
order to support an effective and 
efficient review by the NRC staff and 
issuance of the NRC staff's safety 
evaluation report. As discussed above, 
the requested one-time exemption is 
solely administrative in nature, in that 
it pertains to a one-time schedule 
change for submittal of revisions to an 
application under 10 CFR Part 52, for 
which a license has not been granted. 
The requested one-time exemption will 
permit Ameren time to carefully review 
the most recent revisions of the RCOL 
application and the U.S. EPR FSAR, and 
fully incorporate these revisions into a 
comprehensive update of the FSAR 
associated with the Callaway, Unit 2, 
COL application. This one-time 
exemption will support the NRC staff’s 
effective and efficient review of the COL 
application when resumed, as well as 
issuance of the safety evaluation report, 
and therefore does not affect the 
underlying purpose of 10 CFR 
50.71(e)(3)(iii). Under the circumstances 
that Ameren has suspended its pursuit 
of the COL, the NRC has suspended its 
review of the application, and the 
adjudicatory proceedings have been 
terminated by ASLB, application of 10 
CFR 50.71(e)(3)(iii) would result in 
Ameren spending significant time and 
effort in incorporating changes made to 
the RCOL application as well as the U.S. 
EPR FSAR into the Callaway, Unit 2, 
COL application, but would not achieve 
the underlying purpose of that rule. 
Granting a one-time exemption from 10 
CFR 50.71(e)(3)(iii) would provide only 
temporary relief. Ameren has made 
good faith efforts to comply with the 
regulation. Therefore, the special 
circumstances required by 10 CFR 50.12 
(a)(2) for the granting of an exemption 
from 10 CFR 50.71(e)(3)(iii) exist. 


Eligibility for Categorical Exclusion 
From Environmental Review 


With respect to the exemption’s 
impact on the quality of the human 
environment, the NRC has determined 
that this specific exemption request is 
eligible for categorical exclusion as 
identified in 10 CFR 51.22(c)(25). Under 
10 CFR 51.22(c)(25), granting of an 
exemption from the requirements of any 
regulation of 10 CFR Chapter 1 (which 
includes 10 CFR 50.71(e)(3)(iii)) is an 
action that is a categorical exclusion, 
provided that: 

(i) There is no significant hazards 
consideration; 

(ii) There is no significant change in 
the types or significant increase in the 
amounts of any effluents that may be 
released offsite; 

(iii) There is no significant increase in 
individual or cumulative public or 
occupational radiation exposure; 

(iv) There is no significant 
construction impact; 

(v) There is no significant increase in 
the potential for or consequences from 
radiological accidents; and 

(vi) The requirements from which an 
exemption is sought involve: 

(A) Recordkeeping requirements; 

(B) Reporting requirements; 

(C) Inspection or surveillance 
requirements; 

D) Equipment servicing or 
maintenance scheduling requirements; 
(E) Education, training, experience, 
qualification, requalification or other 
employment suitability requirements; 

(F) Safeguard plans, and materials 
control and accounting inventory 
scheduling requirements; 

(G) Scheduling requirements; 

(H) Surety, insurance or indemnity 
requirements; or 

1) Other requirements of an 
administrative, managerial, or 
organizational nature. 

The requirements from which this 
exemption is sought involve only “‘(B) 
Reporting requirements” or ‘‘(G) 
Scheduling requirements” of those 
required by 10 CFR 51.22(c)(25)(vi). 

The NRC staff's determination that 
each of the applicable criteria for this 
categorical exclusion is met as follows: 

1. 10 CFR 51.22(c)(25)(i): There is no 
significant hazards consideration. 

Staff Analysis: The criteria for 
determining if an exemption involves a 
significant hazards consideration are 
found in 10 CFR 50.92. The proposed 
action involves only a schedule change 
regarding the submission of an update 
to the application for which the 
licensing review has been suspended. 
Therefore, there is no significant hazard 
consideration because granting the 
proposed exemption would not: 
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(1) Involve a significant increase in 
the probability or consequences of an 
accident previously evaluated; or 

(2) Create the possibility of a new or 
different kind of accident from any 
accident previously evaluated; or 

(3) Involve a significant reduction in 
a margin of safety. 

II. 10 CFR 51.22(c)(25)(ii): There is no 
significant change in the types or 
significant increase in the amounts of 
any effluents that may be released 
offsite. 

Staff Analysis: The proposed action 
involves only a schedule change, which 
is administrative in nature, and does not 
involve any changes in the types or 
significant increase in the amounts of 
effluents that may be released offsite. 

Ill. 10 CFR 51.22(c)(25)(iii): There is 
no significant increase in individual or 
cumulative public or occupational 
radiation exposure. 

Staff Analysis: Since the proposed 
action involves only a schedule change, 
which is administrative in nature, it 
does not contribute to any significant 
increase in occupational or public 
radiation exposure. 

IV. 10 CFR 51.22(c)(25)(iv): There is 
no significant construction impact. 

Staff Analysis: The proposed action 
involves only a schedule change, which 
is administrative in nature. The 
application review is suspended until 
further notice, and there is no 
consideration of any construction at this 
time; therefore, the proposed action 
does not involve any construction 
impact. 

V. 10 CFR 51.22(c)(25)(v): There is no 
significant increase in the potential for 
or consequences from radiological 
accidents. 

Staff Analysis: The proposed action 
involves only a schedule change which 
is administrative in nature and does not 
impact the probability or consequences 
of accidents. 

VI. 10 CFR 51.22(c)(25)(vi): The 
requirements from which this 
exemption is sought involve only “(B) 
Reporting requirements’”’ or “‘(G) 
Scheduling requirements.” 

Staff Analysis: The exemption request 
involves requirements in both of these 
categories because it involves 
submitting an updated FSAR by 
Ameren, and also relates to the schedule 
for submitting FSAR updates to the 
NRC. 


IV. Conclusion 


The NRC has determined that, 
pursuant to 10 CFR 50.12, the 
exemption is authorized by law, will not 
present an undue risk to the public 
health and safety, and is consistent with 
the common defense and security. Also, 





special circumstances as described in 10 
CFR 50.12(a)(2)(ii) and (v) are present. 
Therefore, the NRC hereby grants 
Ameren a one-time exemption from the 
requirements of 10 CFR 50.71(e)(3)(iii) 
pertaining to the Callaway, Unit 2, COL 
application to allow submittal of the 
next FSAR update prior to any request 
to the NRC to resume the review, and 

in any event, no later than December 31, 
2015. 

Pursuant to 10 CFR 51.22, the NRC 
has determined that the exemption 
request meets the applicable categorical 
exclusion criteria set forth in 10 CFR 
51.22(c)(25), and the granting of this 
exemption will not have a significant 
effect on the quality of the human 
environment. 

This exemption is effective upon 
issuance. 

Dated at Rockville, Maryland, this 31st day 
of October 2014. 

For the Nuclear Regulatory Commission. 
Mark Delligatti, 

Deputy Director, Division of New Reactor 
Licensing, Office of New Reactors. 

[FR Doc. 2014-26644 Filed 11-7-14; 8:45 am] 
BILLING CODE 7590-01-P 





NUCLEAR REGULATORY 
COMMISSION 


[EA-14—113; NRC-201 4—0242] 


In the Matter of Kruger Technologies, 
Inc. 


AGENCY: Nuclear Regulatory 
Commission. 


ACTION: Confirmatory order; issuance. 


SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) is issuing a 
confirmatory order to Kruger 
Technologies, Inc., (KTI) confirming 
agreements reached in an Alternative 
Dispute Resolution Session held on 
September 3, 2014. As part of the 
agreement, KTI will take a number of 
actions, including: Revising the 
company-wide policy to describe 
implementation of NRC safety and 
security requirements for portable 
gauges; ensuring all authorized gauge 
users are trained initially and annually 
on the revised company-wide policy; 
increasing management oversight by 
establishing a process to periodically 
conduct field inspections; and 
providing Radiation Safety Officer 
training for an additional authorized 
gauge user. KT] is also required to notify 
the NRC periodically of the status of its 
efforts. 


DATES: Effective Date: November 28, 
2014. 


ADDRESSES: Please refer to Docket ID 
NRC-2014—0242 when contacting the 
NRC about the availability of 
information regarding this document. 
You may obtain publicly-available 
information related to this action by the 
following methods: 

e Federal Rulemaking Web site: Go to 
http://www.regulations.gov and search 
for Docket ID NRC-2014-0242. Address 
questions about NRC dockets to Carol 
Gallagher; telephone: 301-287-3422; 
email: Carol.Gallagher@nrc.gov. For 
questions about this Order, contact the 
individual listed in the FOR FURTHER 
INFORMATION CONTACT section of this 
document. 

e NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly 
available documents online in the NRC 
Library at http://www.nrc.gov/reading- 
rm/adams.html. To begin the search, 
select “ADAMS Public Documents” and 
then select ‘Begin Web-based ADAMS 
Search.” For problems with ADAMS, 
please contact the NRC’s Public 
Document Room (PDR) reference staff at 
1-800-397-4209, 301-415-4737, or by 
email to pdr.resource@nrc.gov. The 
ADAMS accession number for each 
document referenced in this document 
(if that document is available in 
ADAMS) is provided the first time that 
a document is referenced. 

e NRC’s PDR: You may examine and 
purchase copies of public documents at 
the NRC’s PDR, Room O1-F21, One 
White Flint North, 11555 Rockville 
Pike, Rockville, Maryland 20852. 

FOR FURTHER INFORMATION CONTACT: 
Patricia Lougheed, Region III, U.S. 
Nuclear Regulatory Commission, Lisle, 
Illinois 60532; telephone: 630 810-4376, 
email: Patricia.Lougheed@nrc.gov. 
SUPPLEMENTARY INFORMATION: The text of 
the Order is attached. 

Dated at Lisle, Illinois this 28th day of 
October, 2014. 

For the Nuclear Regulatory Commission. 
Darrell J. Roberts, 

Deputy Regional Administrator. 


UNITED STATES OF AMERICA NUCLEAR 
REGULATORY COMMISSION 

In the Matter of 

Kruger Technologies, Inc. 

Lenexa, Kansas 

Docket No. 030—38660 

License No. 15—35082—01 

EA-14-113 


Confirmatory Order Modifying License 
I 


Kruger Technologies, Inc., (KTI or 
Licensee) is the holder of Materials 
License No. 15-35082-01 issued by the 
U.S. Nuclear Regulatory Commission 
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(NRC) pursuant to part 30 of Title 10 of 
the Code of Federal Regulations (10 
CFR), on August 1, 2013. This license 
superseded Materials License No. 24— 
25827-01, originally issued on October 
5, 1987, due to a change in licensee 
location. KTI operates a construction 
consulting and testing service with its 
headquarters in Lenexa, Kansas. The 
license authorizes KTI to use or store 
portable gauges at the licensee’s 
facilities located at Knob Noster, 
Missouri, and McConnell Air Force Base 
in Wichita, Kansas. The license also 
authorizes the use of portable gauges at 
temporary job sites anywhere the NRC 
maintains jurisdiction. 

This Confirmatory Order is the result 
of an agreement reached during an 
alternative dispute resolution (ADR) 
mediation session conducted on 
September 3, 2014. 


II 


On May 21, 2014, during a routine 
inspection of licensed activities 
involving the use of byproduct material 
(cesium-137 and americium-241) for 
measuring physical properties of 
materials with portable nuclear gauging 
devices, the NRC identified an apparent 
violation of NRC requirements for 
securing portable gauges when not in 
use or under the control and constant 
surveillance of the licensee. 
Specifically, upon arriving at the 
licensee’s Knob Noster, Missouri, 
facility, the inspector observed an 
unsecured portable gauge in the bed of 
a KTI pickup truck parked in front of 
the building. There were no licensee 
personnel in the immediate vicinity to 
provide control or constant surveillance 
of the gauge. The gauge transportation 
case was Chained to the bed of the truck 
with a single chain; however, the lid of 
the transportation case was not locked 
and would not have prevented 
unauthorized removal of the gauge. A 
padlock was looped through one of the 
hasps to the lid of the case, but the lock 
was not engaged. The second hasp on 
the lid of the case was not secured, and 
no other physical control secured the 
lid. This was contrary to the 
requirements in 10 CFR 30.34(i), which 
require portable gauge licensees to use 
a minimum of two independent 
physical controls that form tangible 
barriers to secure a portable gauge from 
unauthorized removal when the 
portable gauge was not under the 
control or constant surveillance by the 
licensee. 

On July 24, 2014, the NRC provided 
KTI with an inspection report detailing 
the results of the inspection. In the letter 
transmitting the inspection report, the 
NRC offered KTI the choice to: (1) 


Respond in writing to the apparent 
violation addressed in this inspection 
report within 30 days of the date of the 
letter; (2) request a Predecisional 
Enforcement Conference (PEC); or (3) 
request ADR. 

On September 3, 2014, KTI and the 
NRC met in an ADR session mediated 
by a professional mediator, arranged 
through Cornell University’s Institute on 
Conflict Resolution. The ADR process is 
one in which a neutral mediator, with 
no decision-making authority, assists 
the parties in reaching an agreement on 
resolving any differences regarding the 
dispute. This confirmatory order is 
issued pursuant to the agreement 
reached during the ADR process. 


Ill 


In response to the NRC’s offer, KTI 
requested use of the ADR process to 
resolve differences it had with the NRC. 
During the ADR session, KTI described 
corrective actions it had taken prior to 
the ADR session. These included a 
training session for all KT] employees 
on the requirements of 10 CFR 30.34(i) 
and the provision of additional locks 
and chains to the Knob Noster facility 
as well as to all users, such that each 
user had an additional set. At the end 
of the ADR session, a preliminary 
settlement agreement was reached. The 
elements of the agreement, as signed by 
both parties, consisted of the following: 

A. Policy and Training on Controlling 
of Nuclear Gauges: 

1. By November 1, 2014, Kruger 
Technologies, Inc., (KTI) will review 
and revise the company-wide policy to 
describe implementation of NRC safety 
and security requirements for portable 
gauges. The policy will address subjects 
such as: (1) Gauge safety and security at 
permanent storage locations, temporary 
job sites (short and long term), and 
during transportation, (2) actions to be 
taken by KTI staff if equipment becomes 
damaged, malfunctioning, or missing, 
including expectations for notification, 
provision for extra equipment, and 
promptness of repair and replacement; 
and (3) initial and annual refresher 
training of KTI staff on gauge safety and 
security. 

2. By January 1, 2015, KTI will 
conduct training for all authorized users 
on the company-wide policy described 
in item A.1. KTI will maintain 
documentation discussed and the 
individuals in attendance until January 
1, 2022. 

3. By January 1, 2015, KTI will revise 
the company-wide training program to 
require training on the company-wide 
policy described in item A.1 to new 
gauge users prior to certification as an 
authorized gauge user. 


B. Management Oversight of the 
Nuclear Gauge Security Program: 

1. By November 1, 2014, KTI will 
establish a process to periodically 
conduct field inspections of portable 
gauges in use to ensure compliance with 
the company safety and security policy. 

a. By November 1, 2014, KTI will 
develop an inspection form, which will 
include the date of the inspection, the 
location, the technicians observed, the 
activities observed, and performance 
observations. 

b. The KTI inspection process will 
include observations at each permanent 
storage facility and long-term temporary 
job-site at least once each calendar 
quarter on a random, unannounced 
basis and will include short-term job 
sites. 

c. The KTI inspection process shall 
ensure that each gauge technician is 
observed at least annually. 

d. The KTI inspections shall be 
conducted by persons who are trained 
as a Radiation Safety Officer. 

e. The KTI corporate Radiation Safety 
Officer will inspect each facility at least 
annually. 

2. By January 1, 2015, KTI 
management will conduct the first 
quarterly inspection described in item 
B.1 and will continue those inspections 
through December 31, 2016. 

3. KTI will retain inspection forms for 
NRC inspection until January 1, 2022. 

4. KTI will discuss issues discovered 
during the inspections during the 
routinely scheduled annual safety 
meetings. 

5. By December 1, 2015, KTI will 
provide Radiation Safety Officer 
training for an additional gauge user at 
the Knob Noster, facility. Radiation 
Safety Officer training will include 
commercially-provided instructor-led 
training that includes an examination. 

C. Reports of Activities: 

By January 31, 2016, and January 31, 
2017, KTI will provide a written letter 
to the Director, Division of Nuclear 
Materials Safety, Region III. The KTI 
written report will describe the results 
of the activities in Items A and B, results 
of the field inspections, and any 
enhancements to the KTI gauge 
program. 

D. Administrative Items: 

1. The NRC and KTI agree that the 
issue described above (in Section II) 
resulted in a violation of NRC 
requirements contained in 10 CFR 
30.34(i). 

2. The NRC considers the corrective 
actions discussed above to be 
appropriately prompt and 
comprehensive. 

3. In consideration of the 
commitments delineated above, the 
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NRC agrees to refrain from issuing a 
Notice of Violation or proposing a civil 
penalty for the apparent violation of 10 
CFR 30.34(i) discussed in the NRC’s 
Inspection Report No. 03038660/ 
2014001(DNMS) dated July 24, 2014. 
However, the NRC will consider the 
Confirmatory Order as an escalated 
enforcement action. 

4, This agreement is binding upon 
successors and assigns of KTI. 

On October 20, 2014, KTI consented 
to issuing this Confirmatory Order with 
the commitments, as described in 
Section V below. KTI further agreed that 
this Confirmatory Order is to be 
effective 30 days after issuance of the 
Confirmatory Order and that it has 
waived its right to a hearing. 


IV 


Since the licensee has agreed to take 
additional actions to address NRC 
concerns, as set forth in Section III 
above, the NRC has concluded that its 
concerns can be resolved through 
issuance of this Confirmatory Order. 

I find that KTI’s commitments as set 
forth in Section V are acceptable and 
necessary and conclude that with these 
commitments the public health and 
safety are reasonably assured. In view of 
the foregoing, I have determined that 
public health and safety require that 
KTI’s commitments be confirmed by 
this Confirmatory Order. Based on the 
above and KTI’s consent, this 
Confirmatory Order is effective 30 days 
after issuance of the Confirmatory 
Order. 


V 


Accordingly, pursuant to Sections 
81,161b, 161i, 1610, 182 and 186 of the 
Atomic Energy Act of 1954, as amended, 
and the Commission’s regulations in 10 
CFR 2.202 and 10 CFR Part 30, IT IS 
HEREBY ORDERED THAT LICENSE 
NO. 15—35082—01 IS MODIFIED AS 


FOLLOWS: 

A. Policy and Training on Controlling 
of Nuclear Gauges: 

1. By December 1, 2014, Kruger 
Technologies, Inc. (KTI) will review and 
revise the company-wide policy to 
describe implementation of NRC safety 
and security requirements for portable 
gauges. The policy will: (1) Address 
gauge safety and security at permanent 
storage locations, temporary job sites 
(short and long term), and during 
transportation; (2) describe actions to be 
taken by KT] authorized gauge users if 
equipment used to provide physical 
controls for portable gauges becomes 
damaged, malfunctioning, or missing, 
including expectations for notification, 
provision for extra equipment, and 
promptness of repair and replacement; 


and (3) provide for initial and annual 
refresher training of KTI authorized 
gauge users on gauge safety and 
security. 

2. By January 1, 2015, KTI will 
conduct training for all authorized users 
on the company-wide policy described 
in item A.1. KTI will maintain 
documentation of the topics discussed 
and the individuals in attendance until 
January 1, 2022. 

3. By January 1, 2015, KTI will revise 
the company-wide training program to 
require training on the company-wide 
policy described in item A.1 for new 
gauge users prior to certification as an 
authorized gauge user and for all 
authorized gauge users on an annual 
basis. 

B. Management Oversight of the 
Nuclear Gauge Security Program: 

1. By December 1, 2014, KTI will 
establish a process to periodically 
conduct field inspections of portable 
gauges in use to ensure compliance with 
the company-wide policy for safety and 
security requirements for portable 
gauges described in Item A.1. 

a. By December 1, 2014, KTI will 
develop an inspection form, which will 
include the date of the inspection, the 
location, the technicians observed, the 
activities observed and performance 
observations. 

b. The KTI inspection process will 
include observations at each permanent 
storage facility and long-term temporary 
job-site at least once each calendar 
quarter on a random, unannounced 
basis and will include short-term job 
sites, 

c. The KTI inspection process shall 
ensure that each authorized gauge user 
is observed at least annually. 

d. The KTI inspections shall be 
conducted by persons who are trained 
as a Radiation Safety Officer. 

e. The KTI corporate Radiation Safety 
Officer will inspect each facility at least 
annually. 

2. By January 1, 2015, KTI 
management will conduct the first 
quarterly inspection described in item 
B.1 and will continue those inspections 
through December 31, 2016. 

3. KTI will retain inspection forms for 
NRC inspection until January 1, 2022. 

4. KTI will discuss issues discovered 
during the inspections during the 
routinely scheduled annual refresher 
training in 2015 and 2016. 

5. By December 1, 2015, KTI will 
provide Radiation Safety Officer 
training for an additional authorized 
gauge user at the Knob Noster, facility. 
Radiation Safety Officer training will 
include commercially-provided 
instructor-led training that includes an 
examination. 





C. Reports of Activities: 

By January 31, 2016, and January 31, 
2017, KTI will provide a written letter 
to the Director, Division of Nuclear 
Materials Safety, Region III, 2443 
Warrenville Road, Lisle, IL 60532. The 
KTI written report will describe the 
results of the activities in Items A and 
B, results of the field inspections, and 
any enhancements to the KTI gauge 
program. 

D. Administrative Items: 

This agreement is binding upon 
successors and assigns of KTI. 

The Regional Administrator, Region 
III, may, in writing, relax or rescind any 
of the above conditions upon 
demonstration by the Licensee of good 
cause. 


VI 


Any person adversely affected by this 
Confirmatory Order, other than KTI, 
may request a hearing within 30 days of 
the issuance date of this Confirmatory 
Order. Where good cause is shown, 
consideration will be given to extending 
the time to request a hearing. A request 
for extension of time must be directed 
to the Director, Office of Enforcement, 
U.S. Nuclear Regulatory Commission, 
and include a statement of good cause 
for the extension. 

All documents filed in NRC 
adjudicatory proceedings, including a 
request for hearing, a petition for leave 
to intervene, any motion or other 
document filed in the proceeding prior 
to the submission of a request for 
hearing or petition to intervene, and 
documents filed by interested 
governmental entities participating 
under 10 CFR 2.315(c), must be filed in 
accordance with the NRC’s E-Filing rule 
(72 FR 49139; August 28, 2007, as 
amended by 77 FR 46562; August 3, 
2012), codified in pertinent part at 10 
CFR Part 2, Subpart C. The E-Filing 
process requires participants to submit 
and serve all adjudicatory documents 
over the internet, or in some cases to 
mail copies on electronic storage media. 
Participants may not submit paper 
copies of their filings unless they seek 
an exemption in accordance with the 
procedures described below. 

To comply with the procedural 
requirements of E-Filing, at least 10 
days prior to the filing deadline, the 
participant should contact the Office of 
the Secretary by email at 
hearing.docket@nrc.gov, or by telephone 
at 301-415-1677, to (1) request a digital 
identification (ID) certificate, which 
allows the participant (or its counsel or 
representative) to digitally sign 
documents and access the E-Submittal 
server for any proceeding in which it is 
participating; and (2) advise the 
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Secretary that the participant will be 
submitting a request or petition for 
hearing (even in instances in which the 
participant, or its counsel or 
representative, already holds an NRC- 
issued digital ID certificate). Based upon 
this information, the Secretary will 
establish an electronic docket for the 
hearing in this proceeding if the 
Secretary has not already established an 
electronic docket. 

Information about applying for a 
digital ID certificate is available on 
NRC’s public Web site at http:// 
www.nrec.gov/site-help/e-submittals/ 
getting-started.html. System 
requirements for accessing the E- 
Submittal server are detailed in NRC’s 
“Guidance for Electronic Submission,” 
which is available on the agency’s 
public Web site at http://www.nrce.gov/ 
site-help/e-submittals.html. Participants 
may attempt to use other software not 
listed on the Web site, but should note 
that the NRC’s E-Filing system does not 
support unlisted software, and the NRC 
Meta System Help Desk will not be able 
to offer assistance in using unlisted 
software. 

If a participant is electronically 
submitting a document to the NRC in 
accordance with the E-Filing rule, the 
participant must file the document 
using the NRC’s online, Web-based 
submission form. In order to serve 
documents through the Electronic 
Information Exchange (EIE) System, 
users will be required to install a Web 
browser plug-in from the NRC’s Web 
site. Further information on the Web- 
based submission form, including the 
installation of the Web browser plug-in, 
is available on the NRC’s public Web 
site at http://www.nrc.gov/site-help/e- 
submittals.html. 

Once a participant has obtained a 
digital ID certificate and a docket has 
been created, the participant can then 
submit a request for hearing or petition 
for leave to intervene through the EIE. 
Submissions should be in Portable 
Document Format (PDF) in accordance 
with NRC guidance available on the 
NRC’s public Web site at http:// 
www.nrc.gov/site-help/e- 
submittals.html. A filing is considered 
complete at the time the documents are 
submitted through the NRC’s E-Filing 
system. To be timely, an electronic 
filing must be submitted to the E-Filing 
system no later than 11:59 p.m. Eastern 
Time (ET) on the due date. Upon receipt 
of a transmission, the E-Filing system 
time-stamps the document and sends 
the submitter an email notice 
confirming receipt of the document. The 
E-Filing system also distributes an email 
notice that provides access to the 
document to the NRC’s Office of the 





General Counsel and any others who 
have advised the Office of the Secretary 
that they wish to participate in the 
proceeding, so that the filer need not 
serve the documents on those 
participants separately. Therefore, any 
others who wish to participate in the 
proceeding (or their counsel or 
representative) must apply for and 
receive a digital ID certificate before a 
hearing request/petition to intervene is 
filed so that they can obtain access to 
the document via the E-Filing system. 

A person filing electronically using 
the NRC’s adjudicatory E-Filing system 
may seek assistance by contacting the 
NRC Meta System Help Desk through 
the ‘Contact Us” link located on the 
NRC’s Web site at http://www.nrec.gov/ 
site-help/e-submittals.html, by email at 
MSHD.Resource@nrc.gov, or by a toll- 
free call at 1-866-672-7640. The NRC 
Meta System Help Desk is available 
between 8:00 a.m. and 8:00 p.m., ET, 
Monday through Friday, excluding 
government holidays. 

Participants who believe that they 
have a good cause for not submitting 
documents electronically must, in 
accordance with 10 CFR 2.302(g), file an 
exemption request with their initial 
paper filing showing good cause as to 
why they cannot file electronically and 
requesting authorization to continue to 
submit documents in paper format. 
Such filings must be submitted by: (1) 
First-class mail addressed to the Office 
of the Secretary of the Commission, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555-0001, Attention: 
Rulemaking and Adjudications Staff; or 
(2) courier, express mail, or expedited 
delivery service to the Office of the 
Secretary, Sixteenth Floor, One White 
Flint North, 11555 Rockville Pike, 
Rockville, Maryland 20852, Attention: 
Rulemaking and Adjudications Staff. 
Participants filing a document in this 
manner are responsible for serving the 
document on all other participants. 
Filing is considered complete by first- 
class mail as of the time of deposit in 
the mail, or by courier, express mail, or 
expedited delivery service upon 
depositing the document with the 
provider of the service. A presiding 
officer, having granted an exemption 
request from using E-Filing, may require 
a participant or party to use E-Filing if 
the presiding officer subsequently 
determines that the reason for granting 
the exemption from use of E-Filing no 
longer exists. 

Documents submitted in adjudicatory 
proceedings will appear in the NRC’s 
electronic hearing docket, which is 
available to the public at http:// 
ehd1.nre.gov/ehd/, unless excluded 
pursuant to an order of the Commission 


or the presiding officer. Participants are 
requested not to include personal 
privacy information, such as social 
security numbers, home addresses, or 
home phone numbers in their filings, 
unless an NRC regulation or other law 
requires submission of such 
information. With respect to 
copyrighted works, participants are 
requested not to include copyrighted 
materials in their submission, except for 
limited excerpts that serve the purpose 
of the adjudicatory filings and would 
constitute a Fair Use application. 


If a person other than the licensee 
requests a hearing, that person shall set 
forth with particularity the manner in 
which his interest is adversely affected 
by this Confirmatory Order and shall 
address the criteria set forth in 10 CFR 
2.309(d) and (f). 

If a hearing is requested by a person 
whose interest is adversely affected, the 
Commission will issue a separate Order 
designating the time and place of any 
hearings, as appropriate. If a hearing is 
held, the issue to be considered at such 
hearing shall be whether this 
Confirmatory Order should be 
sustained. 


In the absence of any request for 
hearing, or written approval of an 
extension of time in which to request a 
hearing, the provisions specified in 
Section V above shall be effective and 
final 30 days after issuance of the 
Confirmatory Order without further 
order or proceedings. If an extension of 
time for requesting a hearing has been 
approved, the provisions specified in 
Section V shall be final when the 
extension expires if a hearing request 
has not been received. 


Dated at Lisle, Illinois, this 28th day of 
October, 2014. 

For the Nuclear Regulatory Commission. 
Darrell J. Roberts, 
Deputy Regional Administrator. 
[FR Doc. 2014-26548 Filed 11—7-14; 8:45 am] 
BILLING CODE 7590-01-P 





NUCLEAR REGULATORY 
COMMISSION 


[NRC-2014—-0001] 


Sunshine Act Meeting Notice 
DATES: Weeks of November 10, 17, 24, 
December 1, 8, 15, 2014. 


PLACE: Commissioners’ Conference 
Room, 11555 Rockville Pike, Rockville, 
Maryland. 


STATUS: Public and Closed. 
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Week of November 10, 2014 
Thursday, November 13, 2014 


9:30 a.m. Strategic Programmatic 
Overview of the Nuclear Material 
Users and the Fuel Facilities 
Business Lines (Public Meeting) 
(Contact: Cinthya Roman, 301—287-— 
9091) 

This meeting will be webcast live at 
the Web address—http://www.nrc.gov/. 
1:30 p.m. Discussion of Management 

and Personnel Issues (Closed—Ex. 2 
and 6) 

2:45 p.m. Discussion of International 

Activities (Closed—Ex. 9) 


Week of November 17, 2014—Tentative 


Thursday, November 20, 2014 


9:30am. Briefing on Project Aim 2020 
(Closed—Ex. 2) 


Week of November 24, 2014—Tentative 


There are no meetings scheduled for 
the week of November 24, 2014. 


Week of December 1, 2014—Tentative 


There are no meetings scheduled for 
the week of December 1, 2014. 


Week of December 8, 2014—Tentative 
Thursday, December 11, 2014 


9:30a.m. Briefing on Equal 
Employment Opportunity, 
Diversity, and Small Business 
Programs (Public Meeting) (Contact: 
Larniece McKoy Moore, 301—415-— 
1942) 

This meeting will be webcast live at 
the Web address—http://www.nrc.gov/. 


Week of December 15, 2014—Tentative 
Tuesday, December 16, 2014 


9:00 a.m. Update on Research and Test 
Reactor Initiatives (Public Meeting) 
(Contact: Alexander Adams, 301-— 
415-1127) 

This meeting will be webcast live at 
the Web address—http://www.nrc.gov/. 
* *& * * * 

The schedule for Commission 
meetings is subject to change on short 
notice. For more information or to verify 
the status of meetings, contact Glenn 
Ellmers at (301) 415-0442 or via email 
at Glenn.Ellmers@nrc.gov. 

* * * * * 

The NRC Commission Meeting 
Schedule can be found on the Internet 
at: http://www.nre.gov/public-involve/ 
public-meetings/schedule.html. 


* * * * * 


The NRC provides reasonable 
accommodation to individuals with 
disabilities where appropriate. If you 
need a reasonable accommodation to 


participate in these public meetings, or 
need this meeting notice or the 
transcript or other information from the 
public meetings in another format (e.g. 
braille, large print), please notify 
Kimberly Meyer, NRC Disability 
Program Manager, at 301-287-0727, by 
videophone at 240-428-3217, or by 
email at Kimberly.Meyer-Chambers@ 
nrc.gov. Determinations on requests for 
reasonable accommodation will be 
made on a case-by-case basis. 

* * * * * 

Members of the public may request to 
receive this information electronically. 
If you would like to be added to the 
distribution, please contact the Office of 
the Secretary, Washington, DC 20555 
(301-415-1969), or send an email to 
Patricia. Jimenez@nrc.gov or 
Brenda.Akstulewicz@nrc.gov 

Dated: November 6, 2014. 

Glenn Ellmers, 

Policy Coordinator, Office of the Secretary. 
[FR Doc. 2014-26776 Filed 11-6-14; 4:15 pm] 
BILLING CODE 7590-01-P 





NUCLEAR REGULATORY 
COMMISSION 


[NRC-2014-0085] 


Information on Licensing Applications 
for Fracture Toughness Requirements 
for Ferritic Reactor Coolant Pressure 
Boundary Components 


AGENCY: Nuclear Regulatory 
Commission. 

ACTION: Regulatory issue summary; 
issuance. 





SUMMARY: The U.S. Nuclear Regulatory 
Commission (NRC) is issuing Regulatory 
Issue Summary (RIS) 2014-11, 
“Information on Licensing Applications 
for Fracture Toughness Requirements 
for Ferritic Reactor Coolant Pressure 
Boundary Components.”’ This RIS 
provides guidance to applicants for, and 
holders of, nuclear power reactor 
licenses, construction permits, standard 
design approvals, and manufacturing 
licenses, and applicants for standard 
design certifications, on the scope and 
detail of information that should be 
provided in licensing applications 
regarding reactor vessel fracture 
toughness and associated pressure- 
temperature limits. The RIS explains 
that these entities should ensure that 
pressure-temperature limits developed 
in accordance with NRC requirements 
sufficiently address all ferritic materials 
of the reactor vessel, including the 
impact of structural discontinuities and 
neutron fluence accumulation. 


DATES: The RIS is available as of 
November 10, 2014. 

ADDRESSES: Please refer to Docket ID 
NRC-2014-0085 when contacting the 
NRC about the availability of 
information regarding this document. 
You may obtain publicly-available 
information related to this document 
using any of the following methods: 

e Federal Rulemaking Web site: Go to 
http://www.regulations.gov and search 
for Docket ID NRC-2014-0085. Address 
questions about NRC dockets to Carol 
Gallagher; telephone: 301-287-3422; 
email: Carol.Gallagher@nrc.gov. For 
technical questions, contact the 
individual(s) listed in the FOR FURTHER 
INFORMATION CONTACT section of this 
document. 

e NRC’s Agencywide Documents 
Access and Management System 
(ADAMS): You may obtain publicly- 
available documents online in the 
ADAMS Public Documents collection at 
http://www.nre.gov/reading-rm/ 
adams.html. To begin the search, select 
“ADAMS Public Documents” and then 
select “Begin Web-based ADAMS 
Search.” For problems with ADAMS, 
please contact the NRC’s Public 
Document Room (PDR) reference staff at 
1-800-397-4209, 301-415-4737, or by 
email to pdr.resource@nrc.gov. The 
ADAMS accession number for each 
document referenced in this document 
(if that document is available in 
ADAMS) is provided the first time that 
a document is referenced. 

e NRC’s PDR: You may examine and 
purchase copies of public documents at 
the NRC’s PDR, Room O1-—F21, One 
White Flint North, 11555 Rockville 
Pike, Rockville, Maryland 20852. 

e This RIS is also available on the 
NRC’s public Web site at http:// 
www.nre.gov/reading-rm/doc- 
collections/gen-comim/reg-issues/ (select 
“2014” and then select ‘“‘RIS 14-11’’). 
FOR FURTHER INFORMATION CONTACT: 
Alexandra Popova, telephone: 301—415- 
2876, email: Alexandra.Popova@ 
nre.gov; or Tanya Mensah, telephone: 
301-415-3610, email: Tanya.Mensah@ 
nre.gov, both are staff of the Office of 
Nuclear Reactor Regulation, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555-0001. 
SUPPLEMENTARY INFORMATION: 

The NRC published a notice of 
opportunity for public comment on this 
RIS in the Federal Register on April 17, 
2014 (79 FR 21812). The agency 
received comments from two 
commenters. The staff considered all 
comments, which resulted in minor 
changes to the RIS. The evaluation of 
these comments and the resulting 
changes to the RIS are discussed in a 
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publicly available memorandum which 
is in ADAMS under Accession No. 
ML14192B402. 

Dated at Rockville, Maryland, this 4th day 
of November, 2014. 

For the Nuclear Regulatory Commission. 
Sheldon D. Stuchell, 


Chief, Generic Communications Branch, 
Division of Policy and Rulemaking, Office 
of Nuclear Reactor Regulation. 


[FR Doc. 2014—26581 Filed 11—7-14; 8:45 am] 
BILLING CODE 7590-01-P 





PEACE CORPS 


Information Collection Request; 
Submission for OMB Review 


AGENCY: Peace Corps. 


ACTION: 60-Day notice and request for 
comments. 





SUMMARY: The Peace Corps will submit 
the following information collection 
request to the Office of Management and 
Budget (OMB) for review and approval. 
The purpose of this notice is to allow 60 
days for public comment in the Federal 
Register preceding submission to OMB. 
We are conducting this process in 
accordance with the Paperwork 
Reduction Act of 1995 (44 U.S.C. 
Chapter 35). 

DATES: Submit comments on or before 
January 9, 2015. 

ADDRESSES: Written comments should 
be addressed to Denora Miller, FOIA/ 
Privacy Act Officer, Office of 
Management, Peace Corps, 1111 20th 
Street NW., Washington, DC 20526. 
Denora Miller may also be contacted by 
telephone at 202-692-1236 or email at 
pcfr@peacecorps.gov. Email comments 
must be made in text and not in 
attachments. 


FOR FURTHER INFORMATION CONTACT: 
Denora Miller at Peace Corps address 
above. 


SUPPLEMENTARY INFORMATION: The Peace 
Corps, under Section 10(a)(4) of the 
Peace Corps Act, authorizes the Director 
to accept gifts of voluntary service, 
money, or property, for use in 
furtherance of the purposes of the Peace 
Corps Act. The information collected on 
the donation form is essential to 
fulfilling this authority and acceptance 
of gifts. 

OMB Control Number: 0420-XXXX. 

Title: Donation Form. 

Type of Review: New. 

Affected public: Individuals or 
households. 

Respondents’ obligation to reply: 
Voluntary. 

Burden to the public: 





(a) Estimated number of respondents, 
13,000. 

(b) Frequency of response, one time. 

(c) Estimated average burden per 
response, 10 minutes. 

(d) Estimated total reporting burden, 
2,167 hours. 

General Description of Collection: The 
information pulled from the donation 
form is used internally and on a daily 
basis by the Peace Corps Office of 
Strategic Partnerships (OSP) to 
coordinate and oversee the development 
and implementation of partnerships to 
support the agency’s three goals and 
enhance programs through every stage 
of the Volunteer life cycle, 
communication with prospective and 
current donors. 

Request for Comment: Peace Corps 
invites comments on whether the 
proposed collection of information is 
necessary for proper performance of the 
functions of the Peace Corps Response, 
including whether the information will 
have practical use; the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the information 
to be collected; and, ways to minimize 
the burden of the collection of 
information on those who are to 
respond, including through the use of 
automated collection techniques, when 
appropriate, and other forms of 
information technology. 

This notice issued in Washington, DC on 
November 4, 2014. 

Denora Miller, 

FOIA/Privacy Act Officer, Management. 
[FR Doc. 2014-26621 Filed 11—7-—14; 8:45 am] 
BILLING CODE 6051-01-P 





SECURITIES AND EXCHANGE 
COMMISSION 


[Investment Company Act Release No. 
31328; File No. 812—14329] 


American Century Capital Portfolios, 
Inc. and American Century Investment 
Management, Inc.; Notice of 
Application 


November 4, 2014. 

AGENCY: Securities and Exchange 
Commission (‘‘Commission’’). 

ACTION: Notice of an application under 
section 6(c) of the Investment Company 
Act of 1940 (‘‘Act”’) for an exemption 
from section 15(a) of the Act and rule 
18f-2 under the Act, as well as from 
certain disclosure requirements. 


SUMMARY: Summary of Application: 
Applicants request an order that would 
permit them to enter into and materially 


amend subadvisory agreements with 
Wholly-Owned Sub-Advisors (as 
defined below) and non-affiliated sub- 
advisors without shareholder approval 
and would grant relief from certain 
disclosure requirements. 

Applicants: American Century Capital 
Portfolios, Inc. (‘“Trust’’) and American 
Century Investment Management, Inc. 
(‘““Advisor’’). 

DATES: Filing Dates: The application was 
filed on July 8, 2014. 

Hearing or Notification of Hearing: An 
order granting the application will be 
issued unless the Commission orders a 
hearing. Interested persons may request 
a hearing by writing to the 
Commission’s Secretary and serving 
applicants with a copy of the request, 
personally or by mail. Hearing requests 
should be received by the Commission 
by 5:30 p.m. on December 1, 2014, and 
should be accompanied by proof of 
service on applicants, in the form of an 
affidavit or, for lawyers, a certificate of 
service. Pursuant to rule 0-5 under Act, 
hearing requests should state the nature 
of the writer’s interest, any facts bearing 
upon the desirability of a hearing on the 
matter, the reason for the request, and 
the issues contested. Persons who wish 
to be notified of a hearing may request 
notification by writing to the 
Commission’s Secretary. 

ADDRESSES: Secretary, U.S. Securities 
and Exchange Commission, 100 F Street 
NE., Washington, DC 20549-1090. 
Applicants, 4500 Main Street, Kansas 
City, Missouri 64111. 

FOR FURTHER INFORMATION CONTACT: 
Rachel Loko, Senior Counsel, at (202) 
551-6883, or Holly L. Hunter-Ceci, 
Branch Chief, at (202) 551-6825 
(Division of Investment Management, 
Chief Counsel’s Office). 
SUPPLEMENTARY INFORMATION: The 
following is a summary of the 
application. The complete application 
may be obtained via the Commission’s 
Web site by searching for the file 
number or for an applicant using the 
Company name box, at http:// 
www.sec.gov/search/search.htm or by 
calling (202) 551-8090. 


Applicants’ Representations 


1. The Trust is organized as a 
Maryland corporation and is registered 
under the Act as an open-end 
management investment company that 
offers one or more series of shares (each, 
a “Series’’). Each Series will have its 
own distinct investment objective, 
policies and restrictions and may offer 
one or more Classes of shares that are 
subject to different expenses. 

2. The Advisor, a corporation 
organized under the laws of the state of 
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Delaware, is registered as an investment 
adviser under the Investment Advisers 
Act of 1940 (‘‘Advisers Act’’). The 
Advisor is a wholly-owned subsidiary of 
American Century Companies, Inc., a 
privately held corporation organized 
under Delaware law. 

3. Applicants request an order to 
permit the Advisor, subject to the 
approval of the Board, including a 
majority of the members of the Board 
who are not “interested persons,”’ as 
defined in section 2(a)(19) of the Act, of 
the Series or the Manager (“Independent 
Board Members’’), to, without obtaining 
shareholder approval: (i) Select Sub- 
Advisors to manage all or a portion of 
the assets of a Series and enter into Sub- 
Advisory Agreements (as defined below) 
with the Sub-Advisors,! and (ii) 
materially amend Sub-Advisory 
Agreements with the Sub-Advisors.? 
Applicants request that the relief apply 
to the named applicants, as well as to 
any future Series and any other existing 
or future registered open-end 
management investment company or 
series thereof that is advised by the 
Advisor or its successors, uses the 
multi-manager structure described in 
the application, and complies with the 
terms and conditions of the application 
(‘‘Subadvised Series’’).2 The requested 
relief will not extend to any sub-advisor, 
other than a Wholly-Owned Sub- 


1A “Sub-Advisor”’ is (a) an indirect or direct 
“wholly-owned subsidiary”’ (as such term is 
defined in the Act) of the Advisor for that Series; 

(b) a sister company of the Advisor for that Series 
that is an indirect or direct ‘‘wholly-owned 
subsidiary” (as such term is defined in the Act) of 
the same company that, indirectly or directly, 
wholly owns the Advisor (each of (a) and (b), a 
“Wholly-Owned Sub-Advisor”’ and collectively, the 
“Wholly-Owned Sub-Advisors’’), or (c) an 
investment sub-advisor for that Series that is not an 
‘affiliated person” (as such term is defined in 
section 2(a)(3) of the Act) of the Series or the 
Advisor, except to the extent that an affiliation 
arises solely because the sub- advisor serves as a 
sub-advisor to a Series (each, a “‘Non-Affiliated Sub- 
Advisor’). Each Sub-Advisor will be registered with 
the Commission under the Investment Advisers Act 
of 1940 or exempt from such registration. 

2 Shareholder approval will continue to be 
required for any other sub-advisor change (not 
otherwise permitted by applicable law or by rule) 
and material amendments to an existing Sub- 
Advisory Agreement with any sub-advisor other 
than a Non-Affiliated Sub-Advisor or a Wholly- 
Owned Sub-Advisor (all such changes referred to as 
‘Ineligible Sub-Advisor Changes’’). 

%For purposes of the requested order, ‘‘successor”’ 
is limited to an entity that results from a 
reorganization into another jurisdiction or a change 
in the type of business organization. All registered 
open-end investment companies that currently 
intend to rely on the requested order are named as 
applicants. Any entity that relies on the requested 
order will do so only in accordance with the terms 
and conditions contained in the application. If the 
name of any Subadvised Series contains the name 
of a Sub-Advisor (as defined below), the name of 
the Advisor, or a trademark or trade name that is 
owned by or publicly used to identify that Advisor, 
will precede the name of the Sub-Advisor. 


Advisor, who is an affiliated person, as 
defined in section 2(a)(3) of the Act, of 
the Subadvised Series or of the Advisor, 
other than by reason of serving as a sub- 
advisor to one or more of the 
Subadvised Series (‘‘Affiliated Sub- 
Advisor’’). 

4, Each Series has, or will have, as its 
investment adviser, the Advisor or its 
successor. The Advisor will serve as the 
investment adviser to each Series 
pursuant to an investment advisory 
agreement with the Trust (‘Investment 
Management Agreement”’). The 
Investment Management Agreement for 
each Series will be approved by the 
board of trustees of the Trust 
(‘‘Board’’),4 including a majority of the 
Independent Board Members, and by 
the shareholders of the relevant Series 
as required by sections 15(a) and 15(c) 
of the Act and rule 18f—2 thereunder. 
The terms of the Investment 
Management Agreement will comply 
with section 15(a) of the Act. 

5. Under the terms of the Investment 
Management Agreement, the Advisor, 
subject to the supervision of the Board, 
will provide continuous investment 
management of the assets of each Series. 
The Advisor will periodically review 
each Series’ investment policies and 
strategies, and based on the need of a 
particular Series, may recommend 
changes to the investment policies and 
strategies of the Series for consideration 
by the Board. For its services to each 
Series under the Investment 
Management Agreement, the Advisor 
will receive an investment management 
fee from that Series. The Investment 
Management Agreement will provide 
that the Advisor may, subject to the 
approval of the Board, including a 
majority of the Independent Board 
Members, and the shareholders of the 
applicable Subadvised Series (if 
required), delegate portfolio 
management responsibilities of all or a 
portion of the assets of a Subadvised 
Series to one or more Sub-Advisors. 

6. Pursuant to the Investment 
Management Agreement, the Advisor 
has overall responsibility for the 
management and investment of the 
assets of each Subadvised Series. These 
responsibilities include recommending 
the removal or replacement of Sub- 
Advisors, determining the portion of 
that Subadvised Series’ assets to be 
managed by any given Sub-Advisor and 
reallocating those assets as necessary 
from time to time. 

7. The Advisor may enter into sub- 
advisory agreements with various Sub- 
Advisors (‘‘Sub-Advisory Agreements’) 


4 The term “Board” also includes the board of 
trustees or directors of a future Subadvised Series. 





to provide investment management 
services to the Subadvised Series. The 
terms of each Sub-Advisory Agreement 
will comply fully with the requirements 
of section 15(a) of the Act and will have 
been approved by the Board, including 
a majority of the Independent Board 
Members and the initial shareholder of 
the applicable Subadvised Series, in 
accordance with sections 15(a) and 15(c) 
of the Act and rule 18f—2 thereunder. 
The Sub-Advisors, subject to the 
supervision of the Advisor and 
oversight of the Board, will determine 
the securities and other investments to 
be purchased or sold by a Subadvised 
Series and will place orders with 
brokers or dealers that they select. The 
Advisor will compensate each Sub- 
Advisor out of the fee paid to the 
Advisor under the Investment 
Management Agreement. 

8. If the requested order is granted, 
the Subadvised Series will inform 
shareholders of the hiring of a new Sub- 
Advisor pursuant to the following 
procedures (“Modified Notice and 
Access Procedures’’): (a) Within 90 days 
after a new Sub-Advisor is hired for any 
Subadvised Series, that Subadvised 
Series will send its shareholders either 
a Multi-manager Notice or a Multi- 
manager Notice and Multi-manager 
Information Statement; 5 and (b) the 
Subadvised Series will make the Multi- 
manager Information Statement 
available on the Web site identified in 
the Multi-manager Notice no later than 
when the Multi-manager Notice (or 
Multi-manager Notice and Multi- 
manager Information Statement) is first 
sent to shareholders, and will maintain 
it on that Web site for at least 90 days. 
In the circumstances described in the 
application, a proxy solicitation to 
approve the appointment of new Sub- 


5 A ‘‘Multi-manager Notice’’ will be modeled on 
a Notice of Internet Availability as defined in rule 
14a-16 under the Securities Exchange Act of 1934 
(‘Exchange Act’’), and specifically will, among 
other things: (a) Summarize the relevant 
information regarding the new Sub-Advisor (except 
as modified to permit Aggregate Fee Disclosure (as 
defined below); (b) inform shareholders that the 
Multi-manager Information Statement is available 
on a Web site; (c) provide the Web site address; (d) 
state the time period during which the Multi- 
manager Information Statement will remain 
available on that Web site; (e) provide instructions 
for accessing and printing the Multi-manager 
Information Statement; and (f) instruct the 
shareholder that a paper or email copy of the Multi- 
manager Information Statement may be obtained, 
without charge, by contacting the Subadvised 
Series. 

A ‘‘Multi-manager Information Statement” will 
meet the requirements of Regulation 14C, Schedule 
14C and Item 22 of Schedule 14A under the 
Exchange Act for an information statement, except 
as modified by the order to permit Aggregate Fee 
Disclosure. Multi-manager Information Statements 
will be filed with the Commission via the EDGAR 
system. 
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Advisors provides no more meaningful 
information to shareholders than the 
proposed Multi-manager Information 
Statement. Applicants state that each 
Board would comply with the 
requirements of sections 15(a) and 15(c) 
of the Act before entering into or 
amending Sub-Advisory Agreements. 

9. Aaclicente also request an order 
exempting the Subadvised Series from 
certain disclosure obligations that may 
require each Subadvised Series to 
disclose fees paid by the Advisor to 
each Sub-Advisor. Applicants seek 
relief to permit each Subadvised Series 
to disclose (as a dollar amount and a 
percentage of the Subadvised Series’ net 
assets): (a) The aggregate fees paid to the 
Advisor and any Wholly-Owned Sub- 
Advisors; (b) the aggregate fees paid to 
Non-Affiliated Sub-Advisors; and (c) the 
fee paid to each Affiliated Sub-Advisor 
(collectively, the “Aggregate Fee 
Disclosure”’).© An exemption is 
requested to permit the Series to include 
only the Aggregate Fee Disclosure. All 
other items required by Sections 6— 
07(2)(a), (b), and (c) of Regulation S—X 
will be disclosed. 


Applicants’ Legal Analysis 


1. Section 15(a) of the Act states, in 
part, that it is unlawful for any person 
to act as an investment adviser to a 
registered investment company ‘“‘except 
pursuant to a written contract, which 
contract, whether with such registered 
company or with an investment adviser 
of such registered company, has been 
approved by the vote of a majority of the 
outstanding voting securities of such 
registered company.” Rule 18f—2 under 
the Act provides that each series or class 
of stock in a series investment company 
affected by a matter must approve that 
matter if the Act requires shareholder 
approval. 

2. Form N-1A is the registration 
statement used by open-end investment 
companies. Item 19(a)(3) of Form N-1A 
requires a registered investment 
company to disclose in its statement of 
additional information the method of 
computing the “advisory fee payable”’ 
by the investment company, including 
the total dollar amounts that the 
investment company “paid to the 
adviser (aggregated with amounts paid 
to affiliated advisers, if any), and any 
advisers who are not affiliated persons 
of the adviser, under the investment 
advisory contract for the last three fiscal 
years.” 
~ 3. Rule 20a—1 under the Act requires 
proxies solicited with respect to a 


6 Applicants state that they will only comply with 
conditions 7, 8, 9 and 12 if they rely on the relief 
that would allow them to provide Aggregate Fee 
Disclosure. 


registered investment company to 
comply with Schedule 14A under the 
Exchange Act. Items 22(c)(1)(ii), 
22(c)(1)(iii), 22(c)(8) and 22(c)(9) of 
Schedule 14A, taken together, require a 
proxy statement for a shareholder 
meeting at which the advisory contract 
will be voted upon to include the “‘rate 
of compensation of the investment 
adviser,”’ the “aggregate amount of the 
investment adviser’s fee,”’ a description 
of the ‘‘terms of the contract to be acted 
upon,” and, if a change in the advisory 
fee is proposed, the existing and 
proposed fees and the difference 
between the two fees. 

4. Regulation S—X sets forth the 
requirements for financial statements 
required to be included as part of a 
registered investment company’s 
registration statement and shareholder 
reports filed with the Commission. 
Sections 6—07(2)(a), (b), and (c) of 
Regulation S—X require a registered 
investment company to include in its 
financial statement information about 
the investment advisory fees. 

5. Section 6(c) of the Act provides that 
the Commission by order upon 
application may conditionally or 
unconditionally exempt any person, 
security, or transaction or any class or 
classes of persons, securities, or 
transactions from any provisions of the 
Act, or from any rule thereunder, if such 
exemption is necessary or appropriate 
in the public interest and consistent 
with the protection of investors and the 
purposes fairly intended by the policy 
and provisions of the Act. Applicants 
state that their requested relief meets 
this standard for the reasons discussed 
below. 

6. Applicants assert that the 
shareholders expect the Advisor, subject 
to the review and approval of the Board, 
to select the Sub-Advisors who are in 
the best position to achieve the 
Subadvised Series’ investment 
objective. Applicants assert that, from 
the perspective of the shareholder, the 
role of the Sub-Advisors is substantially 
equivalent to the role of the individual 
portfolio managers employed by an 
investment adviser to a traditional 
investment company. Applicants 
believe that permitting the Advisor to 
perform the duties for which the 
shareholders of the Subadvised Series 
are paying the Advisor—the selection, 
supervision and evaluation of the Sub- 
Advisors—without incurring 
unnecessary delays or expenses is 
appropriate in the interest of the 
Subadvised Series’ shareholders and 
will allow such Subadvised Series to 
operate more efficiently. Applicants 
state that each Investment Management 
Agreement will continue to be fully 


subject to section 15(a) of the Act and 
rule 18f—2 under the Act and approved 
by the Board, including a majority of the 
Independent Board Members, in the 
manner required by sections 15(a) and 
15(c) of the Act. Applicants are not 
seeking an exemption with respect to 
the Investment Management 
Agreements. 

7. Applicants assert that disclosure of 
the individual fees that the Advisor 
would pay to the Sub-Advisors of 
Subadvised Series that operate under 
the multi-manager structure described 
in the application would not serve any 
meaningful purpose. Applicants 
contend that the primary reasons for 
requiring disclosure of individual fees 
paid to Sub-Advisors are to inform 
shareholders of expenses to be charged 
by a particular Subadvised Series and to 
enable shareholders to compare the fees 
to those of other comparable investment 
companies. Applicants believe that the 
requested relief satisfies these objectives 
because the advisory fee paid to the 
Advisor will be fully disclosed and, 
therefore, shareholders will know what 
the Subadvised Series’ fees and 
expenses are and will be able to 
compare the advisory fees a Subadvised 
Series is charged to those of other 
investment companies. Applicants 
assert that the requested disclosure 
relief would benefit shareholders of the 
Subadvised Series because it would 
improve the Advisor’s ability to 
negotiate the fees paid to Sub-Advisors. 
Applicants state that the Advisor may 
be able to negotiate rates that are below 
a Sub-Advisor’s “posted” amounts if the 
Advisor is not required to disclose the 
Sub-Advisors’ fees to the public. 
Applicants submit that the relief 
requested to use Aggregate Fee 
Disclosure will encourage Sub-Advisors 
to negotiate lower subadvisory fees with 
the Advisor if the lower fees are not 
required to be made public. 

8. For the reasons discussed above, 
applicants submit that the requested 
relief meets the standards for relief 
under section 6(c) of the Act. Applicants 
state that the operation of the 
Subadvised Series in the manner 
described in the application must be 
approved by shareholders of a 
Subadvised Series before that 
Subadvised Series may rely on the 
requested relief. In addition, applicants 
state that the proposed conditions to the 
requested relief are designed to address 
any potential conflicts of interest, 
including any posed by the use of 
Wholly-Owned Sub-Advisors, and 
provide that shareholders are informed 
when new Sub-Advisors are hired. 
Applicants assert that conditions 6, 7, 
10 and 11 are designed to provide the 
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Board with sufficient independence and 
the resources and information it needs 
to monitor and address any conflicts of 
interest with affiliated persons of the 
Advisor, including Wholly-Owned Sub- 
Advisors. Applicants state that, 
accordingly, they believe the requested 
relief is necessary or appropriate in the 
public interest and consistent with the 
protection of investors and the purposes 
fairly intended by the policy and 
provisions of the Act. 


Applicants’ Conditions 


Applicants agree that any order 
granting the requested relief will be 
subject to the following conditions: 

1. Before a Subadvised Series may 
rely on the order requested in the 
application, the operation of the 
Subadvised Series in the manner 
described in the application, including 
the hiring of Wholly-Owned Sub- 
Advisors, will be, or has been, approved 
by a majority of the Subadvised Series’ 
outstanding voting securities as defined 
in the Act, or, in the case of a new 
Subadvised Series whose public 
shareholders purchase shares on the 
basis of a prospectus containing the 
disclosure contemplated by condition 2 
below, by the sole initial shareholder 
before offering the Subadvised Series’ 
shares to the public. 

2. The prospectus for each 
Subadvised Series will disclose the 
existence, substance, and effect of any 
order granted pursuant to the 
application. Each Subadvised Series 
will hold itself out to the public as 
employing the multi-manager structure 
described in the application. Each 
prospectus will prominently disclose 
that the Advisor has the ultimate 
responsibility, subject to oversight by 
the Board, to oversee the Sub-Advisors 
and recommend their hiring, 
termination and replacement. 

3. The Advisor will provide general 
management services to a Subadvised 
Series, including overall supervisory 
responsibility for the general 
management and investment of the 
Subadvised Series’ assets. Subject to 
review and approval of the Board, the 
Advisor will (a) set a Subadvised Series’ 
overall investment strategies, (b) 
evaluate, select, and recommend Sub- 
Advisors to manage all or a portion of 
a Subadvised Series’ assets, and (c) 
implement procedures reasonably 
designed to ensure that Sub-Advisors 
comply with a Subadvised Series’ 
investment objective, policies and 
restrictions. Subject to review by the 
Board, the Advisor will (a) when 
appropriate, allocate and reallocate a 
Subadvised Series’ assets among 
multiple Sub-Advisors; and (b) monitor 


and evaluate the performance of Sub- 
Advisors. 

4. A Subadvised Series will not make 
any Ineligible Sub-Advisor Changes 
without such agreement, including the 
compensation to be paid thereunder, 
being approved by the shareholders of 
the applicable Subadvised Series. 

5. Subadvised Series will inform 
shareholders of the hiring of a new Sub 
Advisor within 90 days after the hiring 
of the new Sub-Advisor pursuant to the 
Modified Notice and Access Procedures. 

6. At all times, at least a majority of 
the Board will be Independent Board 
Members, and the selection and 
nomination of new or additional 
Independent Board Members will be 
placed within the discretion of the then- 
existing Independent Board Members. 

7. Independent Legal Counsel, as 
defined in rule 0—1(a)(6) under the Act, 
will be engaged to represent the 
Independent Board Members. The 
selection of such counsel will be within 
the discretion of the then-existing 
Independent Board Members. 

8. The Advisor will provide the 
Board, no less frequently than quarterly, 
with information about the profitability 
of the Advisor on a per Subadvised 
Series basis. The information will reflect 
the impact on profitability of the hiring 
or termination of any sub-advisor during 
the applicable quarter. 

9. Whenever a sub-advisor is hired or 
terminated, the Advisor will provide the 
Board with information showing the 
expected impact on the profitability of 
the Advisor. 

10. Whenever a sub-advisor change is 
proposed for a Subadvised Series with 
an Affiliated Sub-Advisor or a Wholly- 
Owned Sub-Advisor, the Board, 
including a majority of the Independent 
Board Members, will make a separate 
finding, reflected in the Board minutes, 
that such change is in the best interests 
of the Subadvised Series and its 
shareholders, and does not involve a 
conflict of interest from which the 
Advisor or the Affiliated Sub-Advisor or 
Wholly-Owned Sub-Advisor derives an 
inappropriate advantage. 

11. No Board member or officer of a 
Subadvised Series, or partner, director, 
manager, or officer of the Advisor, will 
own directly or indirectly (other than 
through a pooled investment vehicle 
that is not controlled by such person), 
any interest in a Sub-Advisor, except for 
(a) ownership of interests in the Advisor 
or any entity, other than a Wholly- 
Owned Sub-Advisor, that controls, is 
controlled by, or is under common 
control with the Advisor, or (b) 
ownership of less than 1% of the 
outstanding securities of any class of 
equity or debt of a publicly traded 





company that is either a Sub-Advisor or 
an entity that controls, is controlled by, 
or is under common control with a Sub- 
Advisor. 

12. Any new Sub-Advisory 
Agreement or any amendment to a 
Series’ existing Investment Management 
Agreement or Sub-Advisory Agreement 
that directly or indirectly results in an 
increase in the aggregate advisory fee 
rate payable by the Series will be 
submitted to the Series’ shareholders for 
approval. 

13. Each Subadvised Series will 
disclose the Aggregate Fee Disclosure in 
its registration statement. 

14. In the event the Commission 
adopts a rule under the Act providing 
substantially similar relief to that 
requested in the application, the 
requested order will expire on the 
effective date of that rule. 


lor the Commission, by the Division of 
Investment Management, under delegated 
authority. 
Kevin M. O’Neill, 
Deputy Secretary. 
[FR Doc. 2014-26587 Filed 11—7-14; 8:45 am] 
BILLING CODE 8011-01-P 


SECURITIES AND EXCHANGE 
COMMISSION 


[Release No. 34-73515; File No. SR- 
NYSEArca-2014-100] 


Self-Regulatory Organizations; NYSE 
Arca, Inc.; Notice of Designation of a 
Longer Period for Commission Action 
on Proposed Rule Change Relating to 
Listing and Trading of Shares of the 
SPDR SSgA Global Managed Volatility 
ETF Under NYSE Arca Equities Rule 
8.600 


November 4, 2014. 

On September 5, 2014, NYSE Arca, 
Inc. filed with the Securities and 
Exchange Commission (‘Commission’), 
pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934 
(‘Act’)? and Rule 19b—4 thereunder,? a 
proposed rule change relating to the 
listing and trading of shares of the SPDR 
SSgA Global Managed Volatility ETF. 
The proposed rule change was 
published for comment in the Federal 
Register on September 24, 2014.* The 
Commission has received no comment 
letters on the proposed rule change. 

Section 19(b)(2) of the Act 4 provides 
that, within 45 days of the publication 
of notice of the filing of a proposed rule 


115 U.S.C. 78s(b)(1). 

217 CFR 240.19b-4. 

3 See Securities Exchange Act Release No. 73141 
(Sept. 18, 2014), 79 FR 57161. 

415 U.S.C. 78s(b)(2). 
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change, or within such longer period up 
to 90 days as the Commission may 
designate if it finds such longer period 
to be appropriate and publishes its 
reasons for so finding or as to which the 
self-regulatory organization consents, 
the Commission shall either approve the 
proposed rule change, disapprove the 
proposed rule change, or institute 
proceedings to determine whether the 
proposed rule change should be 
disapproved. The Commission is 
extending this 45-day time period. The 
Commission finds that it is appropriate 
to designate a longer period within 
which to take action on the proposed 
rule change so that it has sufficient time 
to consider the proposed rule change. 
Accordingly, the Commission, 
pursuant to Section 19(b)(2) of the Act,5 
designates December 23, 2014, as the 
date by which the Commission shall 
either approve or disapprove or institute 
proceedings to determine whether to 
disapprove the proposed rule change 
(File Number SR—NYSEArca-2014—100). 


For the Commission, by the Division of 
Trading and Markets, pursuant to delegated 
authority.® 
Kevin M. O’Neill, 

Deputy Secretary. 
[FR Doc. 2014-26586 Filed 11—7-14; 8:45 am] 
BILLING CODE 8011-01-P 





SMALL BUSINESS ADMINISTRATION 
[Disaster Declaration #14171 and #14172] 


Kentucky Disaster #KY—00053 


AGENCY: U.S. Small Business 
Administration. 
ACTION: Notice. 





SUMMARY: This is a notice of an 
Administrative declaration of a disaster 
for the Commonwealth of Kentucky 
dated 10/30/2014. 

Incident: Severe Storms, Flooding, 
Landslides, and Mudslides. 

Incident Period: 08/18/2014 through 
08/23/2014. 

DATES: Effective Date: 10/30/2014. 

Physical Loan Application Deadline 
Date: 12/29/2014. 

Economic Injury (EIDL) Loan 
Application Deadline Date: 07/30/2015. 
ADDRESSES: Submit completed loan 
applications to: U.S. Small Business 
Administration, Processing And 
Disbursement Center, 14925 Kingsport 
Road, Fort Worth, TX 76155. 

FOR FURTHER INFORMATION CONTACT: A. 
Escobar, Office of Disaster Assistance, 
U.S. Small Business Administration, 


5 Id. 
617 CFR 200.30—3(a)(31). 


409 3rd Street SW., Suite 6050, 
Washington, DC 20416. 
SUPPLEMENTARY INFORMATION: Notice is 
hereby given that as a result of the 
Administrator’s disaster declaration, 
applications for disaster loans may be 
filed at the address listed above or other 
locally announced locations. 

The following areas have been 
determined to be adversely affected by 
the disaster: 

Primary Counties: Floyd. 

Contiguous Counties: Kentucky: 
Johnson, Knott, Magoffin, Martin, 
Pike. 

The Interest Rates are: 


Percent 
For Physical Damage: 
Homeowners With Credit Avail- 
able Elsewhere .................0000 4.125 
Homeowners Without Credit 
Available Elsewhere .............. 2.063 
Businesses With Credit Avail- 
able Elsewhere ...........:ccccceeeee 6.000 
Businesses Without Credit 
Available Elsewhere .............. 4.000 
Non-Profit Organizations With 
Credit Available Elsewhere ... 2.625 
Non-Profit Organizations With- 
out Credit Available Else- 
WRN rssiskcciancdcicenatnsewcecaseavaaee 2.625 
For Economic Injury: 
Businesses & Small Agricultural 
Cooperatives Without Credit 
Available Elsewhere .............. 4.000 
Non-Profit Organizations With- 
out Credit Available Else- 
WING citce cass cccccaucauecescuccesnaes 2.625 





The number assigned to this disaster 
for physical damage is 14171 B and for 
economic injury is 14172 0. 

The Commonwealth which received 
an EIDL Declaration # is Kentucky 
(Catalog of Federal Domestic Assistance 
Numbers 59002 and 59008) 

Dated: October 30, 2014. 

Maria Contreras-Sweet, 

Administrator. 

[FR Doc. 2014-26578 Filed 11-7-14; 8:45 am] 
BILLING CODE 8025-01-P 


SMALL BUSINESS ADMINISTRATION 
[Disaster Declaration #14175 and #14176] 


New Mexico Disaster #NM—00047 


AGENCY: U.S. Small Business 
Administration. 


ACTION: Notice. 


SUMMARY: This is a Notice of the 
Presidential declaration of a major 
disaster for Public Assistance Only for 
the State of New Mexico (FEMA—4199-— 
DR), dated 10/29/2014. 

Incident: Severe Storms and Flooding. 





Incident Period: 09/15/2014 through 
09/26/2014. 

DATES: Effective Date: 10/29/2014. 
Physical Loan Application Deadline 

Date: 12/29/2014. 

Economic Injury (EIDL) Loan 
Application Deadline Date: 07/29/2015. 
ADDRESSES: Submit completed loan 
applications to: U.S. Small Business 
Administration, Processing and 
Disbursement Center, 14925 Kingsport 
Road, Fort Worth, TX 76155. 

FOR FURTHER INFORMATION CONTACT: A. 

Escobar, Office of Disaster Assistance, 

U.S. Small Business Administration, 

409 3rd Street SW., Suite 6050, 

Washington, DC 20416 

SUPPLEMENTARY INFORMATION: Notice is 

hereby given that as a result of the 

President’s major disaster declaration on 

10/29/2014, Private Non-Profit 

organizations that provide essential 

services of governmental nature may file 
disaster loan applications at the address 
listed above or other locally announced 

locations. 

The following areas have been 
determined to be adversely affected by 
the disaster: 

Primary Counties: Colfax, Eddy, Lea, 
Lincoln, Otero, San Miguel, Santa Fe, 
Sierra. 

The Interest Rates are: 


Percent 


a a ee 
For Physical Damage: 
Non-Profit Organizations With 
Credit Available Elsewhere ... 
Non-Profit Organizations With- 
out Credit Available Else- 
WHI sso ase sca seasdicicencasacss 
For Economic Injury: 
Non-Profit Organizations With- 
out Credit Available Else- 
WHO ian sassaascnadesediceanaiecccacoace 


2.625 


2.625 





2.625 


The number assigned to this disaster 
for physical damage is 14175B and for 
economic injury is 14176B 
(Catalog of Federal Domestic Assistance 
Numbers 59002 and 59008) 


James E. Rivera, 

Associate Administrator for Disaster 
Assistance. 

[FR Doc. 2014-26577 Filed 11—7-14; 8:45 am] 
BILLING CODE 8025-01-P 


DEPARTMENT OF STATE 
[Public Notice: 8941] 


60-Day Notice of Proposed Information 
Collection: Ten DDTC Information 
Collections 


ACTION: Notice of request for public 
comments. 





66760 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/ Notices 





SUMMARY: The Department of State is 
seeking Office of Management and 
Budget (OMB) approval for the 
information collections described 
below. In accordance with the 
Paperwork Reduction Act of 1995, we 
are requesting comments on these 
collections from all interested 
individuals and organizations. The 
purpose of this notice is to allow 60 
days for public comment preceding 
submission of the collections to OMB. 


DATES: The Department will accept 
comments from the public up to 60 days 
from November 10, 2014. 

ADDRESSES: Comments and questions 
should be directed to Mr. Robert Hart, 
Office of Defense Trade Controls Policy, 
U.S. Department of State, who may be 
reached via the following methods: 

e Internet: Persons with access to the 
Internet may use the Federal Docket 
Management System (FDMS) to 
comment on this notice by going to 
www.regulations.gov and searching for 
the document by entering the docket ID: 
“DOS-2014—0024” in the search bar. If 
necessary, use the “narrow by agency” 
filter option on the results page. 

e Email: hartr/@state.gov. 

e Mail: Mr. Robert Hart, SA—1, 12th 
Floor, Directorate of Defense Trade 
Controls, Bureau of Political-Military 
Affairs, U.S. Department of State, 
Washington, DC 20522-0112. 

You must include the information 
collection title and the OMB control 
number in any correspondence. 


FOR FURTHER INFORMATION CONTACT: 
Direct requests for additional 
information to Mr. Robert Hart, PM/ 
DDTC, SA-1, 12th Floor, Directorate of 
Defense Trade Controls, Bureau of 
Political-Military Affairs, U.S. 
Department of State, Washington, DC 
20522-0112, who may be reached via 
phone at (202) 663-2918, or via email at 
hartr]@state.gov. 

e Title of Information Collection: 
Application/License for Permanent 
Export of Unclassified Defense Articles 
and Related Unclassified Technical 
Data. 

e¢ OMB Control Number: 1405-0003. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-5. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
2,748. 

e Estimated Number of Responses: 
53,170. 

e Average Hours per Response: 1 
hour. 





¢ Total Estimated Burden: 53,170 
hours. 

e Frequency: On Occasion. 

¢ Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
Application/License for Temporary 
Import of Unclassified Defense Articles. 

¢ OMB Control Number: 1405-0013. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-61. 

¢ Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
od. 

e Estimated Number of Responses: 
1,671. 

e Average Hours per Response: 1/2 
hour. 

e Total Estimated Burden: 835 hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
Application/License for Temporary 
Export of Unclassified Defense Articles. 

¢ OMB Control Number: 1405-0023. 

e Type of Request: Extension of 
Currently Approved Collection. 

¢ Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-73. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
605. 

e Estimated Number of Responses: 
4,807. 

e Average Hours per Response: 1 
hour. 

e Total Estimated Burden: 4,807 
hours, 

e Frequency: On Occasion. 

¢ Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
Application/License for the Permanent/ 
Temporary Export or Temporary Import 
of Classified Defense Articles. 

¢ OMB Control Number: 1405-0022. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-85. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
153. 

e Estimated Number of Responses: 
530. 

e Average Hours per Response: 1/2 
hour. 


¢ Total Estimated Burden: 265 hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
Request for Approval of Manufacturing 
License Agreements, Technical 
Assistance Agreements. 

¢ OMB Control Number: 1405-0093. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: None. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
885. 

e Estimated Number of Responses: 
7,274, 

e Average Hours per Response: 2 
hours. 

e Total Estimated Burden: 14,548 
hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 


e Title of Information Collection: 
Statement of Political Contributions, 
Fees, or Commissions in Connection 
with the Sale of Defense Articles or 
Services. 

¢ OMB Control Number: 1405-0025. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: None. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
750. 
e Estimated Number of Responses: 
1,900. 

e Average Hours per Response: 1 
hour. 

¢ Total Estimated Burden: 1,900 
hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Mandatory. 

e Title of Information Collection: 
Nontransfer and Use Certificate. 

¢ OMB Control Number: 1405-0021. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-83. 

e Respondents: Business and 
Nonprofit Organizations. 

e Estimated Number of Respondents: 
2,400. 

e Estimated Number of Responses: 
8,800. 

e Average Hours per Response: 1 
hour. 
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e Total Estimated Burden: 8,800 
hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
Application/License for Permanent 
Export of Unclassified Defense Articles 
and Related Unclassified Technical 
Data. 

¢ OMB Control Number: 1405-0051. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-94. 

e Respondents: Business and 
Nonprofit Organizations. 


e Estimated Number of Respondents: 


250. 

e Estimated Number of Responses: 
2,500. 

e Average Hours per Response: 1/2 
hour. 

e Total Estimated Burden: 1,250 
hours, 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 

e Title of Information Collection: 
“Maintenance of Records by 
Registrants,” Section 122.5 of the 
International Traffic in Arms 
Regulations. 

¢ OMB Control Number: 1405-0111. 

e Type of Request: Extension of 
Currently Approved Collection. 

¢ Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: None. 

e Respondents: Business and 
Nonprofit Organizations. 


e Estimated Number of Respondents: 


9,100. 

e Estimated Number of Responses: 
720. 

e Average Hours per Response: 20 
hours. 

e Total Estimated Burden: 182,000 
hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Mandatory. 

e Title of Information Collection: 
Application for Amendment to License 
for Export or Import of Classified or 
Unclassified Defense Articles and 
Related Classified Technical Data. 

¢ OMB Control Number: 1405-0092. 

e Type of Request: Extension of 
Currently Approved Collection. 

e Originating Office: Bureau of 
Political-Military Affairs, Directorate of 
Defense Trade Controls, PM/DDTC. 

e Form Number: DSP-6, DSP-62, 
DSP-74, DSP-119. 

e Respondents: Business and 
Nonprofit Organizations. 





e Estimated Number of Respondents: 
1,007. 

e Estimated Number of Responses: 
6,829. 

e Average Hours per Response: 1/2 
hour. 

e Total Estimated Burden: 3,415 
hours. 

e Frequency: On Occasion. 

e Obligation to Respond: Required to 
Obtain Benefits. 

We are soliciting public comments to 
permit the Department to: 

e Evaluate whether the proposed 
information collection is necessary for 
the proper functions of the Department. 

e Evaluate the accuracy of our 
estimate of the time and cost burden for 
this proposed collection, including the 
validity of the methodology and 
assumptions used. 

e Enhance the quality, utility, and 
clarity of the information to be 
collected. 

e Minimize the reporting burden on 
those who are to respond, including the 
use of automated collection techniques 
or other forms of information 
technology. 

Please note that comments submitted 
in response to this Notice are public 
record. Before including any detailed 
personal information, you should be 
aware that your comments as submitted, 
including your personal information, 
will be available for public review. 

Abstract of proposed collections: The 
export, temporary import, and brokering 
of defense articles, defense services, and 
related technical data are licensed by 
the Directorate of Defense Trade 
Controls (DDTC) in accordance with the 
International Traffic in Arms 
Regulations (“ITAR,” 22 CFR 120-130) 
and Section 38 of the Arms Export 
Control Act. Those who manufacture or 
export defense articles, defense services, 
and related technical data, or the 
brokering thereof, must register with the 
Department of State. Persons desiring to 
engage in export, temporary import, and 
brokering activities must submit an 
application or written request to 
conduct the transaction to the 
Department to obtain a decision 
whether it is in the interests of U.S. 
foreign policy and national security to 
approve the transaction. Also, registered 
brokers must submit annual reports 
regarding all brokering activity that was 
transacted, and registered manufacturers 
and exporter must maintain records of 
defense trade activities for five years. 

e 1405-0003, Application/License for 
Permanent Export of Unclassified 
Defense Articles and Related 
Unclassified Technical Data: This form 
is an application that, when completed 


and officially approved by PM/DDTC, 
Department of State, constitutes the 
official record and authorization for the 
permanent commercial export of 
unclassified U.S. Munitions List articles 
and technical data, pursuant to the 
Arms Export Control Act and the 
International Traffic in Arms 
Regulations. 

e 1405-0013, Application/License for 
Temporary Import of Unclassified 
Defense Articles: This form is an 
application that, when completed and 
officially approved by PM/DDTC, 
Department of State, constitutes the 
official record and authorization for the 
temporary commercial import of 
unclassified U.S. Munitions List 
articles, pursuant to the Arms Export 
Control Act and the International Traffic 
in Arms Regulations. 

e 1405-0023, Application/License for 
Temporary Export of Unclassified 
Defense Articles: This form is an 
application that, when completed and 
officially approved by PM/DDTC, 
Department of State, constitutes the 
official record and authorization for the 
temporary commercial export of 
unclassified U.S. Munitions List 
articles, pursuant to the Arms Export 
Control Act and the International Traffic 
in Arms Regulations. 

e 1405-0022, Application/License for 
Permanent/Temporary Export or 
Temporary Import of Classified Defense 
Articles and Classified Technical Data: 
This form is an application that, when 
completed and officially approved by 
PM/DDTC, Department of State, 
constitutes the official record and 
authorization for all classified 
commercial defense trade transactions, 
pursuant to the Arms Export Control 
Act and the International Traffic in 
Arms Regulations. 

e 1405-0093, Request for Approval of 
Manufacturing License Agreements, 
Technical Assistance Agreements, and 
Other Agreements: These documents are 
reviewed by PM/DDTC, Department of 
State and, when approved, constitute 
authorization for U.S. companies to 
engage in defense article and technology 
exchanges for long term cooperation and 
assistance. 

e 1405-0025, Statement of Political 
Contributions, Fees, or Commissions in 
Connection With the Sale of Defense 
Articles or Services: This statement is 
required when an entity registered with 
PM/DDTC, Department of State, engages 
in a transaction valued at $500,000 or 
more, pursuant to the Arms Export 
Control Act. The aim is to ensure 
activities like those prohibited by the 
Foreign Corrupt Practices Act are 
properly addressed. 
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¢ 1405-0021, Nontransfer and Use 
Certificate: This form is required to 
ensure foreign consignees and foreign 
end-users in defense trade will not re- 
export, re-sell, or otherwise dispose of 
exports of U.S. defense equipment/ 
technology without prior United States 
Government approval. 


e 1405-0051, Application/License for 
Permanent Export of Unclassified 
Defense Articles and Related 
Unclassified Technical Data: This form, 
when completed, constitutes the official 
record of commercial transaction 
pursued in furtherance of government- 
to-government transfer of defense 
articles, pursuant to the Arms Export 
Control Act and the International Traffic 
in Arms Regulations. 


e 1405-0111, ‘Maintenance of 
Records by Registrants,’’ Section 122.5 
of the International Traffic in Arms 
Regulations: The Department of State 
requires access to defense trade-related 
information to ensure compliance with 
law and furtherance of national 
security/foreign policy interests. This 
information is to be maintained by 
persons required to register with the 
Directorate of Defense Trade Controls 
per Parts 122 and 129 of the 
International Traffic in Arms 
Regulations. 

¢ 1405-0092, Application for 
Amendment to License for Export or 
Import of Classified or Unclassified 
Defense Articles and Related Classified 
Technical Data: This form is an 
application that, when completed and 
officially approved by PM/DDTC, 
Department of State, constitutes the 
official record and authorization for all 
requests to amend existing defense trade 
authorizations made pursuant to the 
Arms Export Control Act and the 
International Traffic in Arms 
Regulations. 

Methodology: This information 
collection may be sent to the Directorate 
of Defense Trade Controls via the 
following methods: Electronically or 
mail. 


Dated: October 21, 2014. 


C. Edward Peartree, 

Office of Defense Trade Controls Policy, 

Bureau of Political-Military Affairs, U.S. 
Department of State. 

[FR Doc. 2014-26633 Filed 11—7-14; 8:45 am] 
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DEPARTMENT OF STATE 
[Public Notice: 8940] 
60-Day Notice of Proposed Information 


Collection: Supplemental 
Nonimmigrant Visa Application 


ACTION: Notice of request for public 
comment. 





SUMMARY: The Department of State is 
seeking Office of Management and 
Budget (OMB) approval for the 
information collection described below. 
In accordance with the Paperwork 
Reduction Act of 1995, we are 
requesting comments on this collection 
from all interested individuals and 
organizations. The purpose of this 
notice is to allow 60 days for public 
comment preceding submission of the 
collection to OMB. 

DATES(S): The Department will accept 
comments from the public up to January 
9, 2015. 

ADDRESSES: 

You may submit comments by any of 
the following methods: 

e Web: Persons with access to the 
Internet may use the Federal Docket 
Management System (FDMS) to 
comment on this notice by going to 
www.Regulations.gov. You can search 
for the document by entering ‘‘Public 
Notice 8940” in the Search bar. If 
necessary, use the Narrow by Agency 
filter option on the Results page. 

e Email: PRA_BurdenComments@ 
state.gov. 

You must include the DS form 
number (if applicable), information 
collection title, and the OMB control 
number in any correspondence. 


FOR FURTHER INFORMATION CONTACT: 
Direct requests for additional 
information regarding the collection 
listed in this notice, including requests 
for copies of the proposed collection 
instrument and supporting documents, 
to Sydney Taylor, who may be reached 
at PRA_BurdenComments@state.gov. 
SUPPLEMENTARY INFORMATION: 

e Title of Information Collection: 
Supplemental Nonimmigrant Visa 
Application. 

¢ OMB Control Number: 1405-0134. 

e Type of Request: Extension of a 
Currently Approved Form. 

e Originating Office: CA/VO/L/R. 

e Form Number: DS-157. 

e Respondents: Iraq and Afghan 
Foreign Nationals applying for Special 
Immigrant Visa Program. 

e Estimated Number of Respondents: 
6,589 respondents. 

e Estimated Number of Responses: 
6,589 responses. 

e Average Time Per Response: 1 hour. 


e Total Estimated Burden Time: 6,589 
hours. 

e Frequency: Once. 

e Obligation to Respond: Required to 
Obtain or Retain a Benefit. 

We are soliciting public comments to 
permit the Department to: 

e Evaluate whether the proposed 
information collection is necessary for 
the proper functions of the Department. 

e Evaluate the accuracy of our 
estimate of the time and cost burden for 
this proposed collection, including the 
validity of the methodology and 
assumptions used, 

e Enhance the quality, utility, and 
clarity of the information to be 
collected. 

e Minimize the reporting burden on 
those who are to respond, including the 
use of automated collection techniques 
or other forms of information 
technology. 

Please note that comments submitted 
in response to this Notice are public 
record. Before including any detailed 
personal information, you should be 
aware that your comments as submitted, 
including your personal information, 
will be available for public review. 


Abstract of proposed collection: 


Form DS-157 (Supplemental 
Nonimmigrant Visa Application) was 
previously used in conjunction with the 
DS-156 (Nonimmigrant Visa 
Application, OMB #1405-0018) to fulfill 
the legal requirements for Special 
Immigrant Visas (SIVs). However, the 
Department is requesting a 
reinstatement of the DS—157 in order for 
this form to be used by Iraqi and Afghan 
special immigrant visa applicants to 
obtain Chief of Mission Approval for the 
SIV Program. This form will only be 
used until the expiration of the SIV 
program. 


Methodology: 


Applicants are required to complete 
the DS-157, along with other required 
documentation, and to submit their 
package to the appropriate SIV email 
address. 


Additional Information: 


This form is only to be used in the 
SIV application process by Afghan and 
Iraqi foreign nationals who have been 
employed by or on behalf of the U.S. 
Government in Iraq or Afghanistan and 
meet the eligibility requirements for 
participation in the SIV program. 


Dated: October 16, 2014. 
Edward Ramotowski, 


Deputy Assistant Secretary, Bureau of 
Consular Affairs, Department of State. 


[FR Doc. 2014—26636 Filed 11—7-14; 8:45 am] 
BILLING CODE 4710-06-P 
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SUSQUEHANNA RIVER BASIN 
COMMISSION 


Commission Meeting 


AGENCY: Susquehanna River Basin 
Commission. 


ACTION: Notice. 





SUMMARY: The Susquehanna River Basin 
Commission will hold its regular 
business meeting on December 5, 2014, 
in Annapolis, Maryland. Details 
concerning the matters to be addressed 
at the business meeting are contained in 
the Supplementary Information section 
of this notice. 

DATES: December 5, 2014, at 9:00 a.m. 


ADDRESSES: Lowe House Office 
Building, House of Delegates, 
Appropriation Hearing Room (Room 
#120), 6 Bladen Street, Annapolis, Md. 
21401. (The recommended parking and 
transportation option is to park at the 
Navy-Marine Corps Memorial Stadium 
and take the Annapolis Transit Trolley 
Shuttle from there—for all available 
parking options, see http:// 
www.downtownannapolis.org/_pages/ 
transport/tr_parking.htm.) 

FOR FURTHER INFORMATION CONTACT: 
Jason E. Oyler, Regulatory Counsel, 
telephone: (717) 238-0423, ext. 1312; 
fax: (717) 238-2436. 

SUPPLEMENTARY INFORMATION: The 
business meeting will include actions or 
presentations on the following items: (1) 
Informational presentation of interest to 
the Lower Susquehanna Subbasin area; 
(2) resolution concerning FY—2016 
federal funding of the Susquehanna 
Flood Forecast and Warning System and 
National Streamflow Information 
Program; (3) rulemaking action to clarify 
the water uses involved in hydrocarbon 
development that are subject to the 
consumptive use regulations, as 
implemented by the Approval By Rule 
program; (4) resolution concerning 
delegation of authority; (5) ratification/ 
approval of contracts/grants; (6) 
regulatory compliance matters for Lion 
Brewery, LHP Management, and 
Southwestern Energy Company; (7) 
transfer of approval (Docket No. 
20081222) from Sunbury Generation LP 
to Hummel Station LLC; and (8) 
Regulatory Program projects. 

The rulemaking item listed for 
Commission action was the subject of a 
public hearing conducted by the 
Commission on November 6, 2014, and 
identified in the notice for such hearing, 
which was published in 79 FR 57850, 
September 26, 2014. Projects listed for 
Commission action are those that were 
the subject of a public hearing 
conducted by the Commission on 


November 6, 2014, and identified in the 
notice for such hearing, which was 
published in 79 FR 61683, October 14, 
2014. 


Opportunity to Appear and Comment 


Interested parties are invited to attend 
the business meeting and encouraged to 
review the Commission’s Public 
Meeting Rules of Conduct, which are 
posted on the Commission’s Web site, 
www.srbc.net. As identified in the 
public hearing notices referenced above, 
written comments on the rulemaking 
item and Regulatory Program projects 
that were the subject of public hearings, 
and are listed for action at the business 
meeting, are subject to a comment 
deadline of November 17, 2014. Written 
comments pertaining to any other 
matters listed for action at the business 
meeting may be mailed to the 
Susquehanna River Basin Commission, 
4423 North Front Street, Harrisburg, 
Pennsylvania 17110-1788, or submitted 
electronically through http:// 
www.srbc.net/pubinfo/ 
publicparticipation.htm. Any such 
comments mailed or electronically 
submitted must be received by the 
Commission on or before November 26, 
2014, to be considered. 

Authority: Pub. L. 91-575, 84 Stat. 1509 et 
seq., 18 CFR Parts 806, 807, and 808. 

Dated: October 31, 2014. 

Stephanie L. Richardson, 

Secretary to the Commission. 

[FR Doc. 2014-26594 Filed 11—7-14; 8:45 am] 
BILLING CODE 7040-01-P 


DEPARTMENT OF TRANSPORTATION 


Federal Aviation Administration 
DEPARTMENT OF INTERIOR 


National Park Service 
[Docket No. FAA-2014-—0782] 


Grand Canyon National Park Quiet 
Aircraft Technology Incentive: 
Seasonal Relief From Allocations in 
the Dragon and Zuni Point Corridors 


Authority: Moving Ahead for Progress in 
the 21st Century Act, Sec. 35001, Public Law 
112-141, 126 Stat. 843; National Parks Air 
Tour Management Act, Sec. 804, Public Law 
106-181, 114 Stat. 192. 


AGENCY: Federal Aviation 
Administration, Transportation; 
National Park Service, Interior. 
ACTION: Notice and request for public 
comment. 





SUMMARY: The Moving Ahead for 
Progress in the 21st Century Act (MAP- 





21) in section 35001(b)(2) directs the 
Administrator of the Federal Aviation 
Administration (FAA) and the Secretary 
of the Interior to provide quiet aircraft 
technology incentives for commercial 
air tour operators at Grand Canyon 
National Park. The FAA and the 
National Park Service (NPS) propose to 
implement this directive by giving effect 
to section 804(c) of the National Parks 
Air Tour Management Act (NPATMA) 
to provide seasonal relief from 
allocations in the Dragon and Zuni 
Point corridors for commercial air tour 
operators that convert or have converted 
to quiet aircraft technology. The FAA 
and the NPS will ensure that seasonal 
relief from allocations complies with 
statutory conditions that the cumulative 
impact of such operations does not 
increase noise at the Grand Canyon and 
that this incentive does not diminish the 
statutory mandate to achieve the 
substantial restoration of natural quiet. 
This incentive is proposed to be made 
available in the Dragon and Zuni Point 
corridors during the first quarter 
(January—March) beginning in 2015, 
may be extended to include part or all 
of the fourth quarter beginning in 2016, 
and will remain in effect unless it 
violates the statutory conditions or until 
a longer term approach for managing air 
tour noise is in place. 


DATES: Send comments on or before 
December 10, 2014. 

ADDRESSES: Send comments identified 
by docket number FAA—2014—0782 
using any of the following methods: 

e Federal eRulemaking Portal: Go to 
http://www.regulations.gov and follow 
the online instructions for sending your 
comments electronically. 

e Mail: Send comments to Docket 
Operations, M—30; U.S. Department of 
Transportation (DOT), 1200 New Jersey 
Avenue SE., Room W12-140, West 
Building Ground Floor, Washington, DC 
20590-0001. 

e Hand Delivery or Courier: Take 
comments to Docket Operations in 
Room W12-140 of the West Building 
Ground Floor at 1200 New Jersey 
Avenue SE., Washington, DC, between 9 
a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. 

e Fax: Fax comments to Docket 
Operations at 202-493-2251. 

Privacy: All comments received will 
be posted, without change, to http:// 
www.regulations.gov, including any 
personal information the commenter 
provides. Using the search function of 
the docket Web site, anyone can find 
and read the electronic form of all 
comments received into any docket, 
including the name of the individual 
sending the comment (or signing the 
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comment for an association, business, 
labor union, etc.). DOT’s complete 
Privacy Act Statement can be found in 
the Federal Register published on April 
11, 2000 (65 FR 19477-19478), as well 
as at http://DocketsInfo.dot.gov. 
Docket: Background documents or 
comments received may be read at 
http://www.regulations.gov at any time. 
Follow the online instructions for 
accessing the docket or go to the Docket 
Operations in Room W12-140 of the 
West Building Ground Floor at 1200 
New Jersey Avenue SE., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: 
Keith Lusk, Program Manager, Federal 
Aviation Administration, P.O. Box 
92007, Los Angeles, California 90009- 
2007; telephone (310) 725-3808; 
email keith.Jusk@faa.gov 
Robin Martin, Chief, Office of Planning 
and Compliance, Grand Canyon 
National Park, P.O. Box 129, Grand 
Canyon, Arizona 86023-0129; 
telephone (928) 638-7684; email 
Robin_Martin@nps.gov 
SUPPLEMENTARY INFORMATION: 


I. Authority 


1. The National Park Overflights Act 
of 1987, Public Law 100-91, directed 
the Secretary of the Interior and the 
Administrator of the FAA to take 
actions to provide for the substantial 
restoration of the natural quiet and 
experience of Grand Canyon National 
Park and the protection of public health 
and safety from adverse effects 
associated with aircraft overflight. As 
part of these actions, operational limits 
for commercial air tour operations at 
Grand Canyon National Park (the park) 
were imposed by FAA regulations at 14 
CFR part 93 issued on April 4, 2000. 
With some exceptions not relevant to 
this notice, these regulations establish 
an allocation scheme for the park, 
require commercial air tour operators to 
use one allocation for each flight that is 
a commercial air tour, and prohibit 
operators from conducting more 
commercial air tours in any calendar 
year than the number of allocations 
specified on the certificate holder’s 
operations specifications issued by the 
FAA. 14 CFR 93.319. These regulations 
also define and describe quiet aircraft 
technology (QT). 14 CFR 93.303 and 
appendix A to subpart U of part 93. 

2. The National Parks Air Tour 
Management Act (NPATMA), Public 
Law 106-181, was signed into law on 
April 5, 2000. Under section 804(c), 
commercial air tour operations by any 
fixed-wing or helicopter aircraft that 
employs QT and that replaces an 





existing aircraft are not subject to the 
operational flight allocations that apply 
to other commercial air tour operations 
at the park, provided that the 
cumulative impact of such operations 
does not increase noise at the Grand 
Canyon. Section 804(d) provides that a 
commercial air tour operation by an 
aircraft in a commercial air tour 
operator’s fleet on the date of enactment 
of NPATMA that meets QT 
requirements or is subsequently 
modified to meet QT requirements may 
be used for commercial air tour 
operations under the same terms and 
conditions as section 804(c) without 
regard to whether it replaces an existing 
aircraft. In addition, NPATMA expressly 
states that it does not relieve or 
diminish the statutory mandate to 
achieve substantial restoration of 
natural quiet and experience at the park. 

3. Section 35001 of the Moving Seat 
for Progress in the 21st Century Act 
(MAP-21), Public Law 112-141, July 6, 
2012, directs the Secretary of the 
Interior and the Administrator of the 
Federal Aviation Administration to 
provide incentives for commercial air 
tour operators that convert to QT, 
determined in accordance with the 
regulations then in effect. MAP—21 gives 
as an example of an incentive increasing 
the flight allocations for operators of QT 
on a net basis consistent with section 
804(c) of NPATMA, provided that the 
cumulative impact of such operations 
does not increase noise at the Grand 
Canyon. 


II. Current QT Incentives 


This proposed incentive is one of 
several that the FAA and the NPS are 
providing for operators that convert or 
have converted to QT to encourage 
greater use of QT. The NPS, in 
consultation with the FAA, reduced the 
fees applicable to commercial air tour 
operations at the Grand Canyon by 20 
percent (from $25 to $20 per flight) for 
an air tour using QT. This fee reduction 
went into effect on January 1, 2014. 

On February 3, 2014, the FAA, in 
consultation with the NPS, announced 
its intention to distribute FAA-held 
allocations to commercial tour operators 
in proportion to the number of QT 
operations flown in the first six months 
of 2014. 79 FR 6267. These allocations 
are to be used for QT flights during the 
2014 air tour season and beyond. 


III. Seasonal Relief From Allocations 
for QT in the Dragon and Zuni Point 
Corridors 


The FAA and the NPS propose to 
provide an additional QT incentive in 
the Dragon and Zuni Point corridors 
where QT can have the greatest positive 


effect on park resources and where the 
need for relief from allocations has been 
demonstrated. Under this proposed 
incentive, commercial air tour operators 
flying QT aircraft in the Dragon and 
Zuni Point corridors will initially be 
relieved from having such operations 
count against their annual allocations in 
the first quarter (January 1—March 31) of 
2015. During this first quarter, QT 
flights will not use an allocation, while 
non-QT flights must still use an 
allocation. All commercial air tour 
flights, QT and non-QT, must use an 
allocation for the remainder of the year 
(April 1-December 31). However, 
operators will continue to benefit from 
the seasonal relief since they may use 
allocations in April through December 
that would otherwise have been used for 
QT flights conducted in January through 
March. 

The first quarter of the calendar year 
has historically had the lowest level of 
commercial air tour operations. 
Providing this incentive initially in the 
first quarter of 2015 is a prudent action 
that gives the FAA and the NPS an 
opportunity to evaluate the impact of 
the incentive, including the extent to 
which commercial air tour operators 
continue to use QT in the remainder of 
the year, which will produce additional 
noise benefits for the park. The FAA 
and the NPS want to incentivize 
commercial air tour operators to 
maximize the use of QT throughout the 
year. To that end, the seasonal relief 
from allocations may be extended to 
part or all of the fourth quarter (October 
1—December 31) in 2016 and following 
years, in addition to the first quarter, 
based on an evaluation of the preceding 
year. In 2015, the more that increased 
QT use reduces the noise level below 
the noise baseline described in the 
following paragraph, the greater the 
prospect for operators to have additional 
seasonal relief from allocations in 2016. 

To meet the statutory conditions in 
NPATMA and MAP-21, the FAA and 
the NPS must ensure that the 
cumulative impact of QT operations 
relieved from allocations does not 
increase noise at the park. For this 
proposed seasonal relief incentive, this 
means that the annual noise from both 
QT and non-QT commercial air tour 
flights conducted in the Dragon and 
Zuni Point corridors must not exceed 
the annual noise level of commercial air 
tour flights in these corridors under the 
current allocation system. The FAA and 
the NPS have modeled the noise of 
commercial air tour allocations in the 
Dragon and Zuni Point corridors as 
flown with the 2012 commercial air tour 
fleet mix and route structure—resulting 
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in a noise baseline of LEQ;> 58.1 dB.1 
To determine if there is an increase in 
noise associated with this incentive, the 
FAA and the NPS will model the annual 
noise from all commercial air tour 
operations conducted in the Dragon and 
Zuni Point corridors and compare the 
annual noise with the seasonal relief 
incentive in place with the noise 
baseline of all commercial air tour 
allocations in these corridors. Noise will 
be determined to increase if the annual 
modeled LEQ)> noise of commercial air 
tour operations in the Dragon and Zuni 
Point corridors exceeds LEQ)2 58.1 dB. 
If noise in any year exceeds the noise 
baseline, the seasonal relief incentive 
will be modified or discontinued as 
determined necessary to comply with 
the statutory condition. 

To ensure that this incentive will not 
diminish the achievement of substantial 
restoration of natural quiet and 
experience at the park, all commercial 
air tour aircraft including QT must 
adhere to the existing route structure 
throughout the park, including the 
Dragon and Zuni Point corridors. 

This incentive applies only to 
commercial air tour operators that 
currently have allocations in the Dragon 
and Zuni Point corridors; i.e., operators 
must have allocations in these corridors 
in order to be relieved from allocations. 
It does not apply elsewhere in the Grand 
Canyon Special Flight Rules Area 
(SFRA). There is an ample unused 
surplus of commercial air tour 
allocations in the SFRA outside of the 
Dragon and Zuni Point corridors; 
therefore, operators conducting air tours 
in these other SFRA areas do not need 
relief from allocations and would not be 
incentivized to convert to QT by a 
seasonal relief incentive. 

If the seasonal relief in the Dragon 
and Zuni Point corridors is a successful 
QT incentive, it is proposed to remain 
in effect unless it violates the statutory 
condition that the cumulative effect of 
such operations must not increase noise 
at the Grand Canyon or diminishes the 
achievement of substantial restoration of 
natural quiet, in which case it will be 
either modified or discontinued; or until 
a longer term approach for managing air 
tour noise in the park is in place. 

The FAA and the NPS commit to 
developing a long term approach for 
managing noise in the park in an 
expeditious manner. Any long term 
approach will continue to incentivize 
conversion to QT and will not penalize 


1 LEQ)2 stands for Equivalent Sound Level for 12 
hours, which is a cumulative measure of the noise 
exposure of A-weighted sound levels over a 12-hour 
period. For this purpose, the LEQ was calculated 
annually and averaged over the park to get a single 
LEQ)> value. 


earlier conversion to QT realized 
through the seasonal relief incentive. 


IV. Implementation Steps 


All comments on this proposed 
incentive will be considered and will 
inform the agencies’ next steps. If the 
agencies proceed with the seasonal 
relief incentive as proposed in this 
notice or as modified in response to 
comments, the FAA will implement the 
incentive by amending the operations 
specifications of commercial air tour 
operators holding allocations in the 
Dragon and Zuni Point corridors to 
allow them to conduct air tours with QT 
aircraft without using an allocation for 
such tours in the specified seasonal time 
periods. The FAA and the NPS will 
cooperatively ensure that the statutory 
conditions protecting the park are met. 


V. Environmental Considerations 


This action involving the FAA’s 
amendment of operations specifications 
is categorically excluded from more 
detailed environmental review because 
it would not have a significant effect on 
the environment. The FAA and the NPS 
have designed this incentive to ensure 
compliance with the statutory 
conditions that the cumulative impact 
of QT operating without allocations 
does not increase noise and that the 
incentive does not diminish the 
statutory mandate to achieve the 
substantial restoration of natural quiet at 
the park. 

Issued in Hawthorne, CA, on October 7, 
2014. 

Glen A. Martin, 
Regional Administrator, Western-Pacific 
Region, Federal Aviation Administration. 

Issued in Lakewood, CO, on October 16, 

2014. 

Sue E. Masica, 

Regional Director, Intermountain Region, 
National Park Service. 

|FR Doc. 2014—26668 Filed 11—7—14; 8:45 am] 
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DEPARTMENT OF TRANSPORTATION 


Federal Aviation Administration 
[Summary Notice No. PE-2014-131] 


Petition for Exemption; Summary of 
Petition Received 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Notice of petition for exemption 
received. 





SUMMARY: This notice contains a 
summary of a petition seeking relief 
from specified requirements of 14 CFR. 
The purpose of this notice is to improve 


the public’s awareness of, and 
participation in, this aspect of FAA’s 
regulatory activities. Neither publication 
of this notice nor the inclusion or 
omission of information in the summary 
is intended to affect the legal status of 
the petition or its final disposition. 


DATES: Comments on this petition must 
identify the petition docket number and 
must be received on or before December 
1, 2014. 

ADDRESSES: You may send comments 
identified by Docket Number FAA— 
2014-0597 using any of the following 
methods: 

e Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

e Mail: Send comments to the Docket 
Management Facility; U.S. Department 
of Transportation, 1200 New Jersey 
Avenue SE., West Building Ground 
Floor, Room W12-140, Washington, DC 
20590. 

e Fax: Fax comments to the Docket 
Management Facility at 202-493-2251. 

e Hand Delivery: Bring comments to 
the Docket Management Facility in 
Room W12-140 of the West Building 
Ground Floor at 1200 New Jersey 
Avenue SE., Washington, DC, between 9 
a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. 

Privacy: We will post all comments 
we receive, without change, to http:// 
www.regulations.gov, including any 
personal information you provide. 
Using the search function of our docket 
Web site, anyone can find and read the 
comments received into any of our 
dockets, including the name of the 
individual sending the comment (or 
signing the comment for an association, 
business, labor union, etc.). You may 
review DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477-—78). 

Docket: To read background 
documents or comments received, go to 
http://www.regulations.gov at any time 
or to the Docket Management Facility in 
Room W12-140 of the West Building 
Ground Floor at 1200 New Jersey 
Avenue SE., Washington, DC, between 9 
a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. 


FOR FURTHER INFORMATION CONTACT: 
Brenda Robeson, ARM—210, Federal 
Aviation Administration, Office of 
Rulemaking, 800 Independence Ave. 
SW., Washington, DC 20591; email 
Brenda.Robeson@faa.gov; (202) 267— 
4712. 

This notice is published pursuant to 
14 CFR 11.85. 
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Issued in Washington, DC, on November 4, 
2014. 
Lirio Liu, 
Director, Office of Rulemaking. 


Petition for Exemption 


Docket No.: FAA—2014-0597 
Petitioner: Team AeroDynamix 
Section of 14 CFR Affected: 

§ 91.319(a)(2) 
14 CFR 

Team AeroDynamix is petitioning for 
an exemption to operate within a 25 
mile radius of an air show venue for the 
purpose of conducting media/sponsor 
flights to promote the air show industry, 
aviation, and the air show event 
specifically without compensation. 
[FR Doc. 2014-26591 Filed 11—7-14; 8:45 am] 
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DEPARTMENT OF TRANSPORTATION 


Federal Aviation Administration 
[Summary Notice No. PE-—2014-134 ] 


Petition for Exemption; Summary of 
Petition Received 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Notice of petition for exemption 
received. 





SUMMARY: This notice contains a 
summary of a petition seeking relief 
from specified requirements of Title 14, 
Code of Federal Regulations (14 CFR). 
The purpose of this notice is to improve 
the public’s awareness of, and 
participation in, this aspect of the FAA’s 
regulatory activities. Neither publication 
of this notice nor the inclusion or 
omission of information in the summary 
is intended to affect the legal status of 
the petition or its final disposition. 
DATES: Comments on this petition must 
identify the petition docket number 
involved and must be received on or 
before December 1, 2014. 

ADDRESSES: You may send comments 
identified by docket number FAA— 
2012-1291 using any of the following 
methods: 

e Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments digitally. 

e Mail: Send comments to the Docket 
Management Facility; U.S. Department 
of Transportation, 1200 New Jersey 
Avenue SE., West Building Ground 
Floor, Room W12-140, Washington, DC 
20590. 

e Fax: Fax comments to the Docket 
Management Facility at 202-493-2251. 

e Hand Delivery: Bring comments to 
the Docket Management Facility in 


Room W12-140 of the West Building 
Ground Floor at 1200 New Jersey 
Avenue SE., Washington, DC, between 9 
a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. 


Privacy: We will post all comments 
we receive, without change, to http:// 
www.regulations.gov, including any 
personal information you provide. 
Using the search function of our docket 
Web site, anyone can find and read the 
comments received into any of our 
dockets, including the name of the 
individual sending the comment (or 
signing the comment for an association, 
business, labor union, etc.). You may 
review the DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477-78). 

Docket: To read background 
documents or comments received, go to 
http://www.regulations.gov at any time 
or to the Docket Management Facility in 
Room W12-140 of the West Building 
Ground Floor at 1200 New Jersey 
Avenue SE., Washington, DC, between 9 
a.m. and 5 p.m., Monday through 
Friday, except Federal holidays. 


FOR FURTHER INFORMATION CONTACT: 
Deana Stedman, ANM-113, Federal 
Aviation Administration, 1601 Lind 
Avenue SW., Renton, WA 98057-3356, 
email deana.stedman@faa.gov, phone 
(425) 227-2148; or Sandra Long, ARM-— 
200, Office of Rulemaking, Federal 
Aviation Administration, 800 
Independence Avenue SW., 
Washington, DC 20591, email 
sandra.long@faa.gov, phone (202) 267— 
4714. 

This notice is published pursuant to 
14 CFR 11.85. 

Issued in Washington, DC, on November 4, 
2014. 
Lirio Liu, 
Director, Office of Rulemaking. 


Petition for Exemption 


Docket No.: FAA—2012-1291 
Petitioner: Kalitta Charters II, LLC 


Section of 14 CFR Affected: §§ 25.855(a), 
25.857(e), and 25.1447(c)(1) 

Description of Relief Sought: The 
petitioner seeks to amend several of 
the conditions and limitations in 
Exemption No. 10739. The petitioner 
proposes removal of (1) limits on the 
type and number of supernumeraries 
allowed on board the airplane; (2) the 
escape slides at door 2 (left and right); 
and (3) alerting requirements and 
preflight briefings. 

{FR Doc. 2014-26592 Filed 11—7-14; 8:45 am] 

BILLING CODE 4910-13-P 


DEPARTMENT OF THE TREASURY 


Submission for OMB Review; 
Comment Request 


November 4, 2014. 

The Department of the Treasury will 
submit the following information 
collection request to the Office of 
Management and Budget (OMB) for 
review and clearance in accordance 
with the Paperwork Reduction Act of 
1995, Public Law 104-13, on or after the 
date of publication of this notice. 
DATES: Comments should be received on 
or before December 10, 2014 to be 
assured of consideration. 

ADDRESSES: Send comments regarding 
the burden estimate, or any other aspect 
of the information collection, including 
suggestion for reducing the burden, to 
(1) Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Attention: Desk Officer for 
Treasury, New Executive Office 
Building, Room 10235, Washington, DC 
20503, or email at 
OIRA_Submission@OMB.EOP.GOV and 
(2) Treasury PRA Clearance Officer, 
1750 Pennsylvania Ave. NW., Suite 
8140, Washington, DC 20220, or email 
at PRA@treasury.gov. 

FOR FURTHER INFORMATION CONTACT: 
Copies of the submission(s) may be 
obtained by calling (202) 927-5331, 
email at PRA@treasury.gov, or the entire 
information collection request maybe 
found at www.reginfo.gov. 


Internal Revenue Service (IRS) 


OMB Number: 1545-2232, 

Type of Review: Revision. 

Title: Health Insurance Premium Tax 
Credit 

Abstract: Under the Patient Protection 
and Affordable Care Act, Public Law 
111-148, and the Health Care and 
Education Reconciliation Act, Public 
Law 111-152, states will establish 
exchanges to facilitate enrollment in 
qualified health plans by individuals. 
Eligible individuals may claim a 
premium tax credit on their tax returns 
that will pay part of the premiums for 
health plans. In many cases exchanges 
will approve monthly advance 
payments of the credit to insurance 
companies. Section 36B(f)(3) of the 
Internal Revenue Code requires 
exchanges to report information 
concerning individuals enrolling in 
qualified health plans that will assist 
the individuals to properly complete 
their tax returns and assist the Internal 
Revenue Service to determine a 
taxpayer’s eligibility for the premium 
tax credit and the correct amount of the 
credit. The IRS developed Form 1095-— 
A under the authority of ICR section 
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36B(f)(3) for individuals to compute the 
amount of premium tax credit and file 
an accurate tax return. Marketplaces 
also must report certain information 
monthly to the IRS about individuals 
who receive from the Marketplace a 
certificate of exemption from the 
individual shared responsibility 
provision. 


Estimated Total Burden Hours: 11,250 


Robert Dahl, 

Treasury PRA Clearance Officer. 

[FR Doc. 2014-26576 Filed 11-7-14; 8:45 am] 
BILLING CODE 4830-01-P 





DEPARTMENT OF THE TREASURY 


Fiscal Service 


Bureau of the Fiscal Service 


Fee Schedule for the Transfer of U.S. 
Treasury Book-Entry Securities Held 
on the National Book-Entry System 


AGENCY: Bureau of the Fiscal Service, 
Fiscal Service, Treasury. 


ACTION: Notice. 





SUMMARY: The Department of the 
Treasury (Treasury) is announcing a 
new fee schedule applicable to transfers 
of U.S. Treasury book-entry securities 
maintained on the National Book-Entry 
System (NBES) that occur on or after 
January 2, 2015. 
DATES: Effective January 2, 2015. 
FOR FURTHER INFORMATION CONTACT: 
Kristina Yeh or Janeene Wilson, Bureau 
of the Fiscal Service, 202-504-3550. 
SUPPLEMENTARY INFORMATION: Treasury 
has established a fee structure for the 
transfer of Treasury book-entry 
securities maintained on NBES. 
Treasury reassesses this fee structure 
periodically based on our review of the 
latest book-entry costs and volumes. 
For each Treasury securities transfer 
or reversal sent or received on or after 
January 2, 2015, the basic fee will 
increase from $0.56 to $0.75. The Board 
of Governors of the Federal Reserve 
System (Federal Reserve) will maintain 
its fee for Federal Reserve funds 
movement at $0.11. This will result in 
a combined fee of $0.86 for each transfer 
of Treasury book-entry securities. The 
surcharge for an off-line Treasury book- 
entry securities transfer will increase 
from $40.00 to $50.00. Off-line refers to 


the sending and receiving of transfer 
messages to or from a Federal Reserve 
Bank by means other than on-line 
access, such as by written, facsimile, or 
telephone voice instruction. The basic 
transfer fee assessed to both sends and 
receives is reflective of costs associated 
with the processing of securities 
transfers. The off-line surcharge reflects 
the additional processing costs 
associated with the manual processing 
of off-line securities transfers. 

Treasury does not charge a fee for 
account maintenance, the stripping and 
reconstitution of Treasury securities, the 
wires associated with original issues, or 
interest and redemption payments. 
Treasury currently absorbs these costs. 

The fees described in this notice 
apply only to the transfer of Treasury 
book-entry securities held on NBES. 
Information concerning fees for book- 
entry transfers of Government Agency 
securities, which are priced by the 
Federal Reserve, is set out in a separate 
Federal Register notice published by 
the Federal Reserve. 

The following is the Treasury fee 
schedule that will take effect on January 
2, 2015, for book-entry transfers on 
NBES: 


TREASURY-NBES FEE SCHEDULE 1—EFFECTIVE JANUARY 2, 2015 


Transfer type 


On-line transfer originated 
On-line transfer received 
On-line reversal transfer originated 
On-line reversal transfer received 
Off-line transfer originated 
Off-line transfer received 
Off-line account switch received 
Off-line reversal transfer originated 
Off-line reversal transfer received 


[In dollars} 


Basic fee 


0.75 
0.75 
0.75 
0.75 
0.75 
0.75 
0.75 
0.75 
0.75 








; Funds 2 
Off-line 
movement Total fee 
Surcharge fee 
N/A 0.11 0.86 
N/A 0.11 0.86 
N/A 0.11 0.86 
N/A 0.11 0.86 
50.00 0.11 50.86 
50.00 0.11 50.86 
0.00 0.11 0.86 
50.00 0.11 50.86 
50.00 0.11 50.86 





1 Treasury does not charge a fee for account maintenance, the stripping and reconstituting of Treasury securities, the wires associated with 


original issues, or interest and redemption payments. Treasury currently absorbs these costs. 
2The funds movement fee is not a Treasury fee, but is charged by the Federal Reserve for the cost of moving funds associated with the trans- 


fer of a Treasury book-entry security. 


Authority: 31 CFR 357.45. 


Dated: November 4, 2014. 
David A. Lebryk, 
Fiscal Assistant Secretary. 
[FR Doc. 2014-26643 Filed 11—7—14; 8:45 am] 
BILLING CODE 4810-39-P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Centers for Medicare & Medicaid 
Services 


42 CFR Parts 411, 412, 416, 419, 422, 
423, and 424 


[CMS-—1613-FC] 
RIN 0938-AS15 


Medicare and Medicaid Programs: 
Hospital Outpatient Prospective 
Payment and Ambulatory Surgical 
Center Payment Systems and Quality 
Reporting Programs; Physician-Owned 
Hospitals: Data Sources for Expansion 
Exception; Physician Certification of 
Inpatient Hospital Services; Medicare 
Advantage Organizations and Part D 
Sponsors: CMS-ldentified 
Overpayments Associated with 
Submitted Payment Data 


AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 


ACTION: Final rule with comment period. 





SUMMARY: This final rule with comment 
period revises the Medicare hospital 
outpatient prospective payment system 
(OPPS) and the Medicare ambulatory 
surgical center (ASC) payment system 
for CY 2015 to implement applicable 
statutory requirements and changes 
arising from our continuing experience 
with these systems. In this final rule 
with comment period, we describe the 
changes to the amounts and factors used 
to determine the payment rates for 
Medicare services paid under the OPPS 
and those paid under the ASC payment 
system. In addition, this final rule with 
comment period updates and refines the 
requirements for the Hospital 
Outpatient Quality Reporting (OQR) 
Program and the ASC Quality Reporting 
(ASCQR) Program. 

In this document, we also are making 
changes to the data sources permitted 
for expansion requests for physician- 
owned hospitals under the physician 
self-referral regulations; changes to the 
underlying authority for the 
requirement of an admission order for 
all hospital inpatient admissions and 
changes to require physician 
certification for hospital inpatient 
admissions only for long-stay cases and 
outlier cases; and changes to establish a 
formal process, including a three-level 
appeals process, to recoup 
overpayments that result from the 
submission of erroneous payment data 
by Medicare Advantage (MA) 
organizations and Part D sponsors in the 
limited circumstances in which the 
organization or sponsor fails to correct 
these data. 





DATES: Effective Date: This final rule 
with comment period is effective on 
January 1, 2015. 

Comment Period: To be assured 
consideration, comments on the 
payment classifications assigned to 
HCPCS codes identified in Addenda B, 
AA, and BB to this final rule with 
comment period with the “NI” 
comment indicator, and on other areas 
specified throughout this final rule with 
comment period must be received at one 
of the addresses provided in the 
ADDRESSES section no later than 5 p.m. 
EST on December 30, 2014. 

Application Deadline—New Class of 
New Technology Intraocular Lenses: 
Requests for review of applications for 
a new class of new technology 
intraocular lenses must be received by 
5 p.m. EST on March 2, 2015, at the 
following address: ASC/NTIOL, 
Division of Outpatient Care, Mailstop 
C4—05-17, Centers for Medicare and 
Medicaid Services, 7500 Security 
Boulevard, Baltimore, MD 21244-1850. 
ADDRESSES: In commenting, please refer 
to file code CMS—1613-FC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (no duplicates, please): 

1. Electronically. You may (and we 
encourage you to) submit electronic 
comments on this regulation to Attp:// 
www.regulations.gov. Follow the 
instructions under the “submit a 
comment” tab. 

2. By regular mail. You may mail 
written comments to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS-1613-FC, P.O. Box 8013, 
Baltimore, MD 21244-1850. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments via express 
or overnight mail to the following 
address ONLY: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS-1613-FC, Mail Stop C4—26-05, 
7500 Security Boulevard, Baltimore, MD 
21244-1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments before the close 
of the comment period to either of the 
following addresses: 

a. For delivery in Washington, DC— 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Room 445-G, Hubert 
H. Humphrey Building, 200 


Independence Avenue SW., 
Washington, DC 20201. 

(Because access to the interior of the 
Hubert H. Humphrey Building is not 
readily available to persons without 
Federal Government identification, 
commenters are encouraged to leave 
their comments in the CMS drop slots 
located in the main lobby of the 
building. A stamp-in clock is available 
for persons wishing to retain a proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

b. For delivery in Baltimore, MD— 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244-1850. 

If you intend to deliver your 
comments to the Baltimore address, 
please call the telephone number (410) 
786-7195 in advance to schedule your 
arrival with one of our staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

For information on viewing public 
comments, we refer readers to the 
beginning of the SUPPLEMENTARY 
INFORMATION section. 


FOR FURTHER INFORMATION: 

Marjorie Baldo, (410) 786-4617, for 
issues related to new CPT and Level 
Il HCPCS codes, revised process for 
soliciting comments related to new 
Category I and III CPT codes, and 
exceptions to the 2 times rule. 

Elizabeth Bainger, (410) 786-0529, for 
issues related to the Hospital 
Outpatient Quality Reporting— 
Program Administration, Validation, 
and Reconsideration Issues. 

Anita Bhatia, (410) 786—7236, for issues 
related to the Ambulatory Surgical 
Center Quality Reporting (ASCQR) 
Program—Program Administration 
and Reconsideration Issues. 

Chuck Braver, (410) 786—9379, for 
issues related to the CMS Web posting 
of the OPPS and ASC payment files. 

Anne Calinger, (410) 786-3396, for 
issues related to Medicare Advantage 
(MA) organizations and Medicare Part 
D sponsor overpayments. 

Elisabeth Daniel, (410) 786—0237, for 
issues related to OPPS drugs, 
radiopharmaceuticals, biologicals, 
blood clotting factors, packaged 
items/services, and brachytherapy 
sources payment. 

Dexter Dickey, (410) 786-6856, or 
Dorothy Myrick, (410) 786-9671, for 
issues related to partial 
hospitalization and community 
mental health center (CMHC) issues. 

Eva Fung, (410) 786-7539, or Vinitha 
Meyyur, (410) 786-8819, for issues 
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related to Hospital OQR Program and 
ASCQR measures issues and 
publication of Hospital OQR Program 
data issues. 

Twi Jackson, (410) 786-1159, for issues 
related to device-dependent APCs, 
composite APCs (extended 
assessment and management, low 
dose brachytherapy, multiple 
imaging), hospital outpatient visits, 
inpatient procedures list, and no cost/ 
full credit and partial credit devices. 

Marina Kushnirova, (410) 786-2682, for 
issues related to OPPS status 
indicators and comment indicators. 

John McInnes, (410) 786-0791, for 
issues related to new technology 
intraocular lenses (NTIOLs). 

Esther Markowitz, (410) 786-4595, for 
issues related to comprehensive APCs 
and ambulatory surgical center (ASC) 
payments. 

David Rice, (410) 786-6004, for issues 
related to APC weights, blood and 
blood products, cancer hospital 
payments, conversion factor, 
copayments, cost-to-charge ratios 
(CCRs), data claims, geometric mean 
calculation, off-campus provider- 
based issues, rural hospital payments, 
outlier payments, and wage index. 

Daniel Schroder, (410) 786-4487, for 
issues related to physician 
certification of hospital inpatient 
services. 

Carol Schwartz, (410) 786-0576, for 
issues related to the Advisory Panel 
on Hospital Outpatient Payment (HOP 
Panel) and OPPS pass-through 
devices. 

Teresa Walden, (410) 786-3755, or 
Patricia Taft, (410) 786-4561, for 
issues related to the physician self- 
referral law/physician-owned hospital 
expansion exception process. 

Marjorie Baldo, (410) 786-4617, for all 
other issues related to hospital 
outpatient and ambulatory surgical 
center payments not previously 
identified. 


SUPPLEMENTARY INFORMATION: 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http:// 
www.regulations.gov. Follow the search 
instructions on that Web site to view 
public comments. 

Comments received timely will also 
be available for public inspection, 
generally beginning approximately 3 





weeks after publication of the rule, at 
the headquarters of the Centers for 
Medicare & Medicaid Services, 7500 
Security Boulevard, Baltimore, MD 
21244, on Monday through Friday of 
each week from 8:30 a.m. to 4:00 p.m. 
EST. To schedule an appointment to 
view public comments, phone 1—800— 
743-3951. 


Electronic Access 


This Federal Register document is 
also available from the Federal Register 
online database through Federal Digital 
System (FDsys), a service of the U.S. 
Government Printing Office. This 
database can be accessed via the 
Internet at http://www.gpo.gov/fdsys/. 


Addenda Available Only Through the 
Internet on the CMS Web Site 


In the past, a majority of the Addenda 
referred to in our OPPS/ASC proposed 
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Exception Process 

A. Background 

1. Statutory Basis 

2. Affordable Care Act Amendments to the 
Rural Provider and Hospital Ownership 
Exceptions to the Physician Self-Referral 
Law 

B. Limitations Identified by Stakeholders 
Regarding the Required Use of HCRIS 
Data 

C. Changes to the Physician-Owned 
Hospital Expansion Exception Process 

1. Supplemental Data Sources 

a. Internal Data Sources 

b. External Data Sources 

c. Completeness of Supplemental Data 
Sources 

d. Other Issues Related to Supplemental 
Data Sources 

e. Summary of Final Provisions Regarding 
Supplemental Data Sources 

2. Fiscal Year Standard 


> 
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a. Summary of Public Comments and Our 

Response Regarding the Fiscal Year 

Standard 

Summary of Final Provisions Regarding 

the Fiscal Year Standard 

3. Community Input and Timing of a 
Complete Request 

a. Summary of Public Comments and Our 
Responses Regarding Community Input 
and Timing of a Complete Request 

b. Final Provisions Regarding Community 
Input and Timing of a Complete Request 

D. Additional Considerations 

I. Summary of the Final Provisions 
Regarding the Expansion Exception 
Process under the Rural Provider and 
Hospital Ownership Exceptions to the 
Physician Self-Referral Law 


b. 


o 


XVI. Revision of the Requirements for 


Physician Certification of Hospital 
Inpatient Services Other Than 
Psychiatric Inpatient Services 


XVII. CMS-Identified Overpayments 


Associated with Payment Data 
Submitted by Medicare Advantage (MA) 
Organizations and Medicare Part D 
Sponsors (§§ 422.330 and 423.352) 

A. Background 

1. Medicare Part C Payment Background 

1. Medicare Part D Payment Background 

B. Provisions of the Proposed Rule and 
Final Policies 

1. Definitions of “Payment Data” and 
“Applicable Reconciliation Date”’ 

2. Request for Corrections of Payment Data 

3. Payment Offset 

a. Offset Amount 

b. Payment Offset Notification 

4. Appeals Process for MA Organizations 
and Part D Sponsors 

a. Reconsideration 

b. Informal Hearing 

c. Review by Administrator 


5. Matters Subject to Appeal and Burden of 


Proof 
6. Effective Date of Appeals Process 
Provisions 


XVIII. Files Available to the Public Via the 


Internet 


XIX. Collection of Information Requirements 


A. Legislative Requirements for 
Solicitation of Comments 

B. Requirements in Regulation Text: 
Changes to the Rural Provider and 
Hospital Ownership Exceptions to the 
Physician Self-Referral Law: Expansion 
Exception Process (§ 411.362) 

C. Associated Information Collections Not 
Specified in Regulatory Text 

1. Hospital OQR Program 

a. Revisions to the CY 2016 Payment 

Determination Estimates 

Hospital OQR Program Requirements for 

the CY 2017 Payment Determination and 

Subsequent Years 

c. Review and Corrections Period 

Requirements for the CY 2017 Payment 

Determination and Subsequent Years 

Hospital OQR Program Validation 

Requirements for the CY 2017 Payment 

Determination and Subsequent Years 

e. Extraordinary Circumstances Extensions 
or Exemptions Process 

f. Reconsideration and Appeals 

2. ASCQR Program Requirements 

a. Background 


b. 


o 


a 


d. 


b. Revisions to the CY 2016 Payment 
Determination Estimates 
c. Claims-Based Measures for the CY 2014 
Payment Determination and Subsequent 
Years 
d. Web-Based Measures for the CY 2017 
Payment Determination and Subsequent 
Years 
e. Extraordinary Circumstances Extension 
or Exemptions Process 
f. Reconsiderations and Appeals 
XX. Waiver of Proposed Rulemaking and 
Response to Comments 
A. Waiver of Proposed Rulemaking 
B. Response to Comments 
XXI. Economic Analyses 
A. Regulatory Impact Analysis 
1. Introduction 
2. Statement of Need 
3. Overall Impacts for the OPPS and ASC 
Payment Provisions 
4. Detailed Economic Analyses 
a. Estimated Effects of OPPS Changes in 
this Final Rule with Comment Period 
(1) Limitations of Our Analysis 
(2) Estimated Effects of OPPS Changes on 
Hospitals 
(3) Estimated Effects of OPPS Changes on 
CMHCs 
(4) Estimated Effect of OPPS Changes on 
Beneficiaries 
(5) Estimated Effects of OPPS Changes on 
Other Providers 
(6) Estimated Effects of OPPS Changes on 
the Medicare and Medicaid Programs 
(7) Alternative OPPS Policies Considered 
b. Estimated Effects of CY 2015 ASC 
Payment System Policies 
(1) Limitations of Our Analysis 
(2) Estimated Effects of CY 2015ASC 
Payment System Policies on ASCs 
(3) Estimated Effects of ASC Payment 
System Policies on Beneficiaries 
(4) Alternative ASC Payment Policies 
Considered 
c. Accounting Statements and Tables 
d. Effects of Requirements for the Hospital 
OQR Program 
ce. Effects of CY 2014 Policies for the 
ASCQR Program 
f. Effects of Changes to the Rural Provider 
and Hospital Ownership Exceptions to 
the Physician Self-Referral Law 
g. Effects of Policies Related to CMS- 
Identified Overpayments Associated 
with Payment Data Submitted by 
Medicare Advantage (MA) Organizations 
and Medicare Part D Sponsors 
B. Regulatory Flexibility Act (RFA) 
Analysis 
C. Unfunded Mandates Reform Act 
Analysis 
D. Conclusion 
XXII. Federalism Analysis 


I. Summary and Background 


A, Executive Summary of This 
Document 


1, Purpose 


In this final rule with comment 
period, we are updating the payment 
policies and payment rates for services 
furnished to Medicare beneficiaries in 
hospital outpatient departments and 
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Ambulatory Surgical Centers (ASCs) 
beginning January 1, 2015. Section 
1833(t) of the Social Security Act (the 
Act) requires us to annually review and 
update the relative payment weights 
and the conversion factor for services 
payable under the Outpatient 
Prospective Payment System (OPPS). 
Under section 1833(i) of the Act, we 
annually review and update the ASC 
payment rates. We describe these and 
various other statutory authorities in the 
relevant sections of this final rule with 
comment period. In addition, this final 
rule with comment period updates and 
refines the requirements for the Hospital 
Outpatient Quality Reporting (OQR) 
Program and the ASC Quality Reporting 
(ASCQR) Program. 

In this document, we also are making 
changes to the data sources permitted 
for expansion requests for physician- 
owned hospitals under the physician 
self-referral regulations; changes to the 
underlying authority for the 
requirement of an admission order for 
all hospital inpatient admissions and 
changes to require physician 
certification for hospital inpatient 
admissions only for long-stay cases and 
outlier cases; and changes to establish a 
formal process, including a three-level 
appeals process, to recoup 
overpayments that result from the 
submission of erroneous payment data 
by Medicare Advantage (MA) 
organizations and Part D sponsors in the 
limited circumstances in which the 
organization or sponsor fails to correct 
these data. 


2. Summary of the Major Provisions 


e OPPS Update: For CY 2015, we are 
increasing the payment rates under the 
OPPS by an Outpatient Department 
(OPD) fee schedule increase factor of 2.2 
percent. This increase is based on the 
final hospital inpatient market basket 
percentage increase of 2.9 percent for 
inpatient services paid under the 
hospital inpatient prospective payment 
system (IPPS), minus the multifactor 
productivity (MFP) adjustment of 0.5 
percentage point, and minus a 0.2 
percentage point adjustment required by 
the Affordable Care Act. Under this final 
rule with comment period, we estimate 
that total payments for CY 2015, 
including beneficiary cost-sharing, to 
the approximate 4,000 facilities paid 
under the OPPS (including general 
acute care hospitals, children’s 
hospitals, cancer hospitals, and 
community mental health centers 
(CMHCs)), will be approximately $56.1 
billion, an increase of approximately 
$5.1 billion compared to CY 2014 
payments, or $900 million excluding 





our estimated changes in enrollment, 
utilization, and case-mix. 

We are continuing to implement the 
statutory 2.0 percentage point reduction 
in payments for hospitals failing to meet 
the hospital outpatient quality reporting 
requirements, by applying a reporting 
factor of 0.980 to the OPPS payments 
and copayments for all applicable 
services. 

e Rural Adjustment: We are 
continuing the adjustment of 7.1 percent 
to the OPPS payments to certain rural 
sole community hospitals (SCHs), 
including essential access community 
hospitals (EACHs). This adjustment will 
apply to all services paid under the 
OPPS, excluding separately payable 
drugs and biologicals, devices paid 
under the pass-through payment policy, 
and items paid at charges reduced to 
cost. 

¢ Cancer Hospital Payment 
Adjustment: For CY 2015, we are 
continuing to provide additional 
payments to cancer hospitals so that the 
cancer hospital’s payment-to-cost ratio 
(PCR) after the additional payments is 
equal to the weighted average PCR for 
the other OPPS hospitals using the most 
recently submitted or settled cost report 
data. Based on those data, a target PCR 
of 0.89 will be used to determine the CY 
2015 cancer hospital payment 
adjustment to be paid at cost report 
settlement. That is, the payment 
adjustments will be the additional 
payments needed to result in a PCR 
equal to 0.89 for each cancer hospital. 

e Payment of Drugs, Biologicals, and 
Radiopharmaceuticals: For CY 2015, 
payment for the acquisition and 
pharmacy overhead costs of separately 
payable drugs and biologicals that do 
not have pass-through status are set at 
the statutory default of average sales 
price (ASP) plus 6 percent. 

e Packaging Policies: We are 
conditionally packaging certain 
ancillary services when they are 
integral, ancillary, supportive, 
dependent, or adjunctive to a primary 
service. The initial set of services 
packaged under this ancillary service 
policy are the services assigned to APCs 
having an APC geometric mean cost 
(prior to application of status indicator 
Q1) of less than or equal to $100. This 
$100 geometric mean cost limit for the 
APC is part of the methodology of 
establishing an initial set of 
conditionally packaged ancillary service 
APCs, and is not meant to represent a 
threshold above which a given ancillary 
service will not be packaged, but as a 
basis for selecting an initial set of APCs 
that will likely be updated and 
expanded in future years. 


e Implementation of Comprehensive 
APCs: For CY 2015, we are 
implementing, with several 
modifications, the policy for 
comprehensive APCs (C—APCs) that was 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period effective 
January 1, 2015. We are continuing to 
define the services assigned to C-APCs 
as primary services, and to define a C— 
APC as a classification for the provision 
of a primary service and all adjunctive 
services and supplies provided to 
support the delivery of the primary 
service. We continue to consider the 
entire hospital stay, defined as all 
services reported on the hospital claim 
reporting the primary service, to be one 
comprehensive service for the provision 
of a primary service into which all other 
services appearing on the claim would 
be packaged. This results in a single 
Medicare payment and a single 
beneficiary copayment under the OPPS 
for the comprehensive service based on 
all included charges on the claim. 

We are establishing a total of 25 C- 
APCs for CY 2015, including all of the 
formerly device-dependent APCs 
remaining after some restructuring and 
consolidation of these APCs (except for 
APCs 0427, 0622, and 0652) and two C- 
APCs for other procedures that are 
either largely device-dependent or 
represent single session services with 
multiple components (single-session 
cranial stereotactic radiosurgery and 
intraocular telescope implantation). We 
are modifying the complexity 
adjustment criteria finalized last year by 
lowering volume and cost threshold 
criteria for complexity adjustments. 
Finally, we are packaging all add-on 
codes furnished as part of a 
comprehensive service, which is 
consistent with our general add-on code 
packaging policy. However, the add-on 
codes assigned to the CY 2014 device- 
dependent APCs will be being evaluated 
with a primary service for a potential 
complexity adjustment. 

e Ambulatory Surgical Center 
Payment Update: For CY 2015, we are 
increasing payment rates under the ASC 
payment system by 1.4 percent. This 
increase is based on a projected CPI-U 
update of 1.9 percent minus a 
multifactor productivity adjustment 
required by the Affordable Care Act that 
is projected to be 0.5 percentage point. 
Based on this update, we estimate that 
total payments to ASCs (including 
beneficiary cost-sharing and estimated 
changes in enrollment, utilization, and 
case-mix), for CY 2015 will be 
approximately $4.147 billion, an 
increase of approximately $236 million 
compared to estimated CY 2014 
Medicare payments. 
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e Hospital Outpatient Quality 
Reporting (OQR) Program: For the 
Hospital OQR Program, we are adding 
one claims-based quality measure for 
the CY 2018 payment determination and 
subsequent years instead of the CY 2017 
payment determination and subsequent 
years as proposed. However, prior to 
publicly reporting this measure, we plan 
to conduct a dry run (a preliminary 
analysis) for hospitals to review their 
performance and provide feedback 
using the most recently available data. 
There will be no payment impact during 
this dry-run period, and the results of 
the dry run will not be publicly 
reported. We are refining the criteria for 
determining “‘topped-out’”’ measures, 
and we are removing the OP-—6 and OP- 
7 measures due to ‘“‘topped-out”’ status. 
In addition, we are updating several 
previously adopted measures. We are 
clarifying data submission requirements 
for OP—27 and are noting a delayed data 
collection for OP—29 and OP-30. We are 
excluding one previously adopted 
measure (OP—31) from the measure set 
for the CY 2016 payment determination 
and changing this measure from 
required to voluntary for the CY 2017 
payment determination and subsequent 
years. We will not subject hospitals to 
payment reductions with respect to the 
OP-31 measure for the CY 2016 
payment determination or during the 
period of voluntary reporting. In 
addition, we are formalizing a review 
and corrections period for chart- 
abstracted measures. We also are 
updating validation procedures and 
changes to regulation text to correct 
typographical errors. We are changing 
the eligibility criteria for validation; a 
hospital will only be eligible for random 
selection for validation if it submits at 
least 12 cases to the Hospital OQR 
Program Clinical Data Warehouse 
during the quarter with the most 
recently available data. Hospitals also 
will have the option to submit 
validation data using electronic 
methods and must identify the medical 
record staff responsible for submission 
of records to the designated CMS 
contractor. Finally, we are clarifying 
how we refer to the extraordinary 
circumstances extensions or exemptions 
process. 


e Ambulatory Surgical Center Quality 
Reporting (ASCQR) Program: For the 
ASCQR Program, we are adopting one 
new quality measure (ASC-12) for the 
CY 2018 payment determination and 
subsequent years. This measure will be 
computed using paid Medicare fee-for- 
service (FFS) claims data and will not 
impose any additional burden on ASCs. 
We also are excluding one measure 


(ASC-11) previously adopted for the CY 
2016 payment determination and 
providing that this measure may be 
voluntarily rather than mandatorily 
reported for the CY 2017 payment 
determination and subsequent years. We 
will not subject ASCs to payment 
reductions with respect to this measure 
for the CY 2016 payment determination 
or during the period of voluntary 
reporting. In addition, we are 
establishing a measure removal process 
and criteria, defining data collection 
timeframes and submission deadlines, 
and clarifying how we refer to the 
extraordinary circumstances extensions 
or exemptions process. 


3. Summary of Costs and Benefits 


In sections XXI. and XXII. of this final 
rule with comment period, we set forth 
a detailed analysis of the regulatory and 
federalism impacts that the changes will 
have on affected entities and 
beneficiaries. Key estimated impacts are 
described below. 


a. Impacts of the OPPS Update 
(1) Impacts of All OPPS Changes 


Table 49 in section XXI. of this final 
rule with comment period displays the 
distributional impact of all the OPPS 
changes on various groups of hospitals 
and CMHCs for CY 2015 compared to all 
estimated OPPS payments in CY 2014. 
We estimate that the policies in this 
final rule with comment period will 
result in a 2.3 percent overall increase 
in OPPS payments to providers. We 
estimate that total OPPS payments for 
CY 2015, including beneficiary cost- 
sharing, to the approximate 4,000 
facilities paid under the OPPS 
(including general acute care hospitals, 
children’s hospitals, cancer hospitals, 
and CMHCs) will be approximately 
$56.1 billion, an increase of 
approximately $5.1 billion compared to 
CY 2014 payments, or $900 million, 
excluding our estimated changes in 
enrollment, utilization, and case-mix. 

We estimated the isolated impact of 
our OPPS policies on CMHCs because 
CMHGs are only paid for partial 
hospitalization services under the 
OPPS. Continuing the provider-specific 
structure that we adopted beginning in 
CY 2011 and basing payment fully on 
the type of provider furnishing the 
service, we estimate a 1.3 percent 
increase in CY 2015 payments to 
CMHGCs relative to their CY 2014 
payments. 


(2) Impacts of the Updated Wage 
Indexes 


We estimate that our update of the 


wage indexes and application of the 
frontier State wage index, including 





changes resulting from the adoption of 
the new OMB labor market area 
delineations and the transitional 1-year, 
50/50 blended wage index, will mitigate 
any negative changes due to the new 
CBSA delineations. 


(3) Impacts of the Rural Adjustment and 
the Cancer Hospital Payment 
Adjustment 


There are no significant impacts of 
our CY 2015 payment policies for 
hospitals that are eligible for the rural 
adjustment or for the cancer hospital 
payment adjustment. We are not making 
any change in policies for determining 
the rural and cancer hospital payment 
adjustments, and the adjustment 
amounts do not significantly impact the 
budget neutrality adjustments for these 
policies. 


(4) Impacts of the OPD Fee Schedule 
Increase Factor 


We estimate that, for most hospitals, 
the application of the OPD fee schedule 
increase factor of 2.2 percent to the 
conversion factor for CY 2015 will 
mitigate the small negative impacts of 
the budget neutrality adjustments. As a 
result of the OPD fee schedule increase 
factor and other budget neutrality 
adjustments, we estimate that urban and 
rural hospitals will experience increases 
of approximately 2.3 percent for urban 
hospitals and 1.9 percent for rural 
hospitals. Classifying hospitals by 
teaching status or type of ownership 
suggests that these hospitals will receive 
similar increases. 


b. Impacts of the ASC Payment Update 


For impact purposes, the surgical 
procedures on the ASC list of covered 
procedures are aggregated into surgical 
specialty groups using CPT and HCPCS 
code range definitions. The percentage 
change in estimated total payments by 
specialty groups under the CY 2015 
payment rates compared to estimated 
CY 2014 payment rates ranges between 
—4.0 percent for ancillary items and 
services and 14 percent for hematologic 
and lymphatic system procedures. 


c. Impacts of the Hospital OQR Program 


We do not expect our CY 2015 
policies to significantly affect the 
number of hospitals that do not receive 
a full annual payment update. 


d. Impacts of the ASCQR Program 


We do not expect our CY 2015 
proposed policies to significantly affect 
the number of ASCs that do not receive 
a full annual payment update. 
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B. Legislative and Regulatory Authority 
for the Hospital OPPS 


When Title XVIII of the Social 
Security Act was enacted, Medicare 
payment for hospital outpatient services 
was based on hospital-specific costs. In 
an effort to ensure that Medicare and its 
beneficiaries pay appropriately for 
services and to encourage more efficient 
delivery of care, the Congress mandated 
replacement of the reasonable cost- 
based payment methodology with a 
prospective payment system (PPS). The 
Balanced Budget Act of 1997 (BBA) 
(Pub. L. 105-33) added section 1833(t) 
to the Act authorizing implementation 
of a PPS for hospital outpatient services. 
The OPPS was first implemented for 
services furnished on or after August 1, 
2000. Implementing regulations for the 
OPPS are located at 42 CFR Parts 410 
and 419. 

The Medicare, Medicaid, and SCHIP 
Balanced Budget Refinement Act of 
1999 (BBRA) (Pub. L. 106-113) made 
major changes in the hospital OPPS. 
The following Acts made additional 
changes to the OPPS: The Medicare, 
Medicaid, and SCHIP Benefits 
Improvement and Protection Act of 
2000 (BIPA) (Pub. L. 106—554); the 
Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA) (Pub. L. 108-173); the 
Deficit Reduction Act of 2005 (DRA) 
(Pub. L. 109-171), enacted on February 
8, 2006; the Medicare Improvements 
and Extension Act under Division B of 
Title I of the Tax Relief and Health Care 
Act of 2006 (MIEA—TRHCA) (Pub. L. 
109—432), enacted on December 20, 
2006; the Medicare, Medicaid, and 
SCHIP Extension Act of 2007 (MMSEA) 
(Pub. L. 110-173), enacted on December 
29, 2007; the Medicare Improvements 
for Patients and Providers Act of 2008 
(MIPPA) (Pub. L. 110-275), enacted on 
July 15, 2008; the Patient Protection and 
Affordable Care Act (Pub. L. 111-148), 
enacted on March 23, 2010, as amended 
by the Health Care and Education 
Reconciliation Act of 2010 (Pub. L. 111- 
152), enacted on March 30, 2010 (these 
two public laws are collectively known 
as the Affordable Care Act); the 
Medicare and Medicaid Extenders Act 
of 2010 (MMEA, Pub. L. 111-309); the 
Temporary Payroll Tax Cut 
Continuation Act of 2011 (TPTCCA, 
Pub. L. 112—78), enacted on December 
23, 2011; the Middle Class Tax Relief 
and Job Creation Act of 2012 
(MCTRJCA, Pub. L. 112—96), enacted on 
February 22, 2012; and the American 
Taxpayer Relief Act of 2012 (Pub. L. 
112-240), enacted January 2, 2013. 

Under the OPPS, we pay for hospital 
Part B services on a rate-per-service 


basis that varies according to the APC 
group to which the service is assigned. 
We use the Healthcare Common 
Procedure Coding System (HCPCS) 
(which includes certain Current 
Procedural Terminology (CPT) codes) to 
identify and group the services within 
each APC. The OPPS includes payment 
for most hospital outpatient services, 
except those identified in section I.C. of 
this final rule with comment period. 
Section 1833(t)(1)(B) of the Act provides 
for payment under the OPPS for 
hospital outpatient services designated 
by the Secretary (which includes partial 
hospitalization services furnished by 
CMHCs), and certain inpatient hospital 
services that are paid under Part B. 

The OPPS rate is an unadjusted 
national payment amount that includes 
the Medicare payment and the 
beneficiary copayment. This rate is 
divided into a labor-related amount and 
a nonlabor-related amount. The labor- 
related amount is adjusted for area wage 
differences using the hospital inpatient 
wage index value for the locality in 
which the hospital or CMHC is located. 

All services and items within an APC 
group are comparable clinically and 
with respect to resource use (section 
1833(t)(2)(B) of the Act). In accordance 
with section 1833(t)(2) of the Act, 
subject to certain exceptions, items and 
services within an APC group cannot be 
considered comparable with respect to 
the use of resources if the highest 
median cost (or mean cost, if elected by 
the Secretary) for an item or service in 
the APC group is more than 2 times 
greater than the lowest median cost (or 
mean cost, if elected by the Secretary) 
for an item or service within the same 
APC group (referred to as the ‘‘2 times 
rule’). In implementing this provision, 
we generally use the cost of the item or 
service assigned to an APC group. 

For new technology items an 
services, special payments under the 
OPPS may be made in one of two ways. 
Section 1833(t)(6) of the Act provides 
for temporary additional payments, 
which we refer to as “‘transitional pass- 
through payments,” for at least 2 but not 
more than 3 years for certain drugs, 
biological agents, brachytherapy devices 
used for the treatment of cancer, and 
categories of other medical devices. For 
new technology services that are not 
eligible for transitional pass-through 
payments, and for which we lack 
sufficient clinical information and cost 
data to appropriately assign them to a 
clinical APC group, we have established 
special APC groups based on costs, 
which we refer to as New Technology 
APCs. These New Technology APCs are 
designated by cost bands which allow 
us to provide appropriate and consistent 


payment for designated new procedures 
that are not yet reflected in our claims 
data. Similar to pass-through payments, 
an assignment to a New Technology 
APC is temporary; that is, we retain a 
service within a New Technology APC 
until we acquire sufficient data to assign 
it to a clinically appropriate APC group. 


C. Excluded OPPS Services and 
Hospitals 


Section 1833(t)(1)(B)(i) of the Act 
authorizes the Secretary to designate the 
hospital outpatient services that are 
paid under the OPPS. While most 
hospital outpatient services are payable 
under the OPPS, section 
1833(t)(1)(B)(iv) of the Act excludes 
payment for ambulance, physical and 
occupational therapy, and speech- 
language pathology services, for which 
payment is made under a fee schedule. 
It also excludes screening 
mammography, diagnostic 
mammography, and effective January 1, 
2011, an annual wellness visit providing 
personalized prevention plan services. 
The Secretary exercises the authority 
granted under the statute to also exclude 
from the OPPS certain services that are 
paid under fee schedules or other 
payment systems. Such excluded 
services include, for example, the 
professional services of physicians and 
nonphysician practitioners paid under 
the Medicare Physician Fee Schedule 
(MPFS); certain laboratory services paid 
under the Clinical Laboratory Fee 
Schedule (CLFS); services for 
beneficiaries with end-stage renal 
disease (ESRD) that are paid under the 
ESRD prospective payment system; and 
services and procedures that require an 
inpatient stay that are paid under the 
hospital IPPS. We set forth the services 
that are excluded from payment under 
the OPPS in regulations at 42 CFR 
419.22. 

Under § 419.20(b) of the regulations, 
we specify the types of hospitals that are 
excluded from payment under the 
OPPS. These excluded hospitals 
include: Critical access hospitals 
(CAHs); hospitals located outside of the 
50 States, the District of Columbia, and 
Puerto Rico; and Indian Health Service 
(IHS) hospitals. 


D. Prior Rulemaking 


On April 7, 2000, we published in the 
Federal Register a final rule with 
comment period (65 FR 18434) to 
implement a prospective payment 
system for hospital outpatient services. 
The hospital OPPS was first 
implemented for services furnished on 
or after August 1, 2000. Section 
1833(t)(9) of the Act requires the 
Secretary to review certain components 
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of the OPPS, not less often than 
annually, and to revise the groups, 
relative payment weights, and other 
adjustments that take into account 
changes in medical practices, changes in 
technologies, and the addition of new 
services, new cost data, and other 
relevant information and factors. 

Since initially implementing the 
OPPS, we have published final rules in 
the Federal Register annually to 
implement statutory requirements and 
changes arising from our continuing 
experience with this system. These rules 
can be viewed on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 


E. Advisory Panel on Hospital 
Outpatient Payment (the HOP Panel or 
the Panel) 


1. Authority of the Panel 


Section 1833(t)(9)(A) of the Act, as 
amended by section 201(h) of Public 
Law 106-113, and redesignated by 
section 202(a)(2) of Public Law 106-113, 
requires that we consult with an 
external advisory panel of experts to 
annually review the clinical integrity of 
the payment groups and their weights 
under the OPPS. In CY 2000, based on 
section 1833(t)(9)(A) of the Act and 
section 222 of the Public Health Service 
(PHS) Act, the Secretary established the 
Advisory Panel on Ambulatory Payment 
Classification Groups (APC Panel) to 
fulfill this requirement. In CY 2011, 
based on section 222 of the PHS Act 
which gives discretionary authority to 
the Secretary to convene advisory 
councils and committees, the Secretary 
expanded the panel’s scope to include 
the supervision of hospital outpatient 
therapeutic services in addition to the 
APC groups and weights. To reflect this 
new role of the panel, the Secretary 
changed the panel’s name to the 
Advisory Panel on Hospital Outpatient 
Payment (the HOP Panel, or the Panel). 
The Panel is not restricted to using data 
compiled by CMS, and in conducting its 
review it may use data collected or 
developed by organizations outside the 
Department. 


2. Establishment of the Panel 


On November 21, 2000, the Secretary 
signed the initial charter establishing 
the HOP Panel, at that time named the 
APC Panel. This expert panel, which 
may be composed of up to 19 
appropriate representatives of providers 
(currently employed full-time, not as 
consultants, in their respective areas of 
expertise), reviews clinical data and 
advises CMS about the clinical integrity 
of the APC groups and their payment 


weights. Since CY 2012, the Panel also 
is charged with advising the Secretary 
on the appropriate level of supervision 
for individual hospital outpatient 
therapeutic services. The Panel is 
technical in nature, and it is governed 
by the provisions of the Federal 
Advisory Committee Act (FACA). The 
current charter specifies, among other 
requirements, that: The Panel continues 
to be technical in nature; is governed by 
the provisions of the FACA; may 
convene up to three meetings per year; 
has a Designated Federal Official (DFO); 
and is chaired by a Federal Official 
designated by the Secretary. The current 
charter was amended on November 15, 
2011, and the Panel was renamed to 
reflect expanding the Panel’s authority 
to include supervision of hospital 
outpatient therapeutic services and 
therefore to add CAHs to its 


membership. 

The current Panel membership and 
other information pertaining to the 
Panel, including its charter, Federal 
Register notices, membership, meeting 
dates, agenda topics, and meeting 
reports, can be viewed on the CMS Web 
site at: http://www.cms.gov/FACA/05 _ 
AdvisoryPanelonAmbulatory 
PaymentClassificationGroups.asp 
#TopOfPage. 


3. Panel Meetings and Organizational 
Structure 

The Panel has held multiple meetings, 
with the last meeting taking place on 
August 25, 2014. Prior to each meeting, 
we publish a notice in the Federal 
Register to announce the meeting and, 
when necessary, to solicit nominations 
for Panel membership and to announce 
new members. 

The Panel has established an 
operational structure that, in part, 
currently includes the use of three 
subcommittees to facilitate its required 
review process. The three current 
subcommittees are the Data 
Subcommittee, the Visits and 
Observation Subcommittee, and the 
Subcommittee for APC Groups and 
Status Indicator (SI) Assignments. 

The Data Subcommittee is responsible 
for studying the data issues confronting 
the Panel and for recommending 
options for resolving them. The Visits 
and Observation Subcommittee reviews 
and makes recommendations to the 
Panel on all technical issues pertaining 
to observation services and hospital 
outpatient visits paid under the OPPS 
(for example, APC configurations and 
APC relative payment weights). The 
Subcommittee for APC Groups and SI 
Assignments advises the Panel on the 
following issues: The appropriate Sls to 
be assigned to HCPCS codes, including 


but not limited to whether a HCPCS 
code or a category of codes should be 
packaged or separately paid; and the 
appropriate APC placement of HCPCS 
codes regarding services for which 
separate payment is made. 


Each of these subcommittees was 
established by a majority vote from the 
full Panel during a scheduled Panel 
meeting, and the Panel recommended at 
the August 2014 meeting that the 
subcommittees continue. We accepted 
this recommendation. 


Discussions of the other 
recommendations made by the Panel at 
the August 2014 Panel meeting are 
included in the sections of this final 
rule with comment period that are 
specific to each recommendation. For 
discussions of earlier Panel meetings 
and recommendations, we refer readers 
to previously published OPPS/ASC 
proposed and final rules, the CMS Web 
site mentioned earlier in this section, 
and the FACA database at: http:// 
fido.gov/facadatabase/public.asp. 


F. Public Comments Received on the CY 
2015 OPPS/ASC Proposed Rule 


We received approximately 719 
timely pieces of correspondence on the 
CY 2015 OPPS/ASC proposed rule that 
appeared in the Federal Register on July 
14, 2014 (79 FR 40915). We note that we 
received some public comments that are 
outside the scope of the CY 2015 OPPS/ 
ASC proposed rule. Out-of-scope public 
comments are not addressed in this CY 
2015 OPPS/ASC final rule with 
comment period. Summaries of those 
public comments that are within the 
scope of the proposed rule and our 
responses are set forth in the various 
sections of this final rule with comment 
period under the appropriate headings. 


G. Public Comments Received on the CY 
2014 OPPS/ASC Final Rule With 
Comment Period 


We received approximately 490 
timely pieces of correspondence on the 
CY 2014 OPPS/ASC final rule with 
comment period that appeared in the 
Federal Register on December 10, 2013 
(78 FR 74826), some of which contained 
comments on the interim APC 
assignments and/or status indicators of 
new or replacement HCPCS codes 
(identified with comment indicator 
“NI” in Addenda B, AA, and BB to that 
final rule). Summaries of the public 
comments on new or replacement codes 
are set forth in this CY 2015 OPPS/ASC 
final rule with comment period under 
the appropriate subject-matter headings. 
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II. Updates Affecting OPPS Payments 


A. Recalibration of APC Relative 
Payment Weights 


1. Database Construction 
a. Database Source and Methodology 


Section 1833(t)(9)(A) of the Act 
requires that the Secretary review not 
less often than annually and revise the 
relative payment weights for APCs. In 
the April 7, 2000 OPPS final rule with 
comment period (65 FR 18482), we 
explained in detail how we calculated 
the relative payment weights that were 
implemented on August 1, 2000 for each 
APC group. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40925), for the CY 2015 
OPPS, we proposed to recalibrate the 
APC relative payment weights for 
services furnished on or after January 1, 
2015, and before January 1, 2016 (CY 
2015), using the same basic 
methodology that we described in the 
CY 2014 OPPS/ASC final rule with 
comment period. That is, we proposed 
to recalibrate the relative payment 
weights for each APC based on claims 
and cost report data for hospital 
outpatient department (HOPD) services, 
using the most recent available data to 
construct a database for calculating APC 
group weights. Therefore, for the 
purpose of recalibrating the proposed 
APC relative payment weights for CY 
2015, we used approximately 149 
million final action claims (claims for 
which all disputes and adjustments 
have been resolved and payment has 
been made) for hospital outpatient 
department services furnished on or 
after January 1, 2013, and before January 
1, 2014. For this final rule with 
comment period, for the purpose of 
recalibrating the final APC relative 
payment weights for CY 2015, we used 
approximately 161 million final action 
claims (claims for which all disputes 
and adjustments have been resolved and 
payment has been made) for HOPD 
services furnished on or after January 1, 
2013, and before January 1, 2014. For 
exact counts of claims used, we refer 
readers to the claims accounting 
narrative under supporting 
documentation for the CY 2015 OPPS/ 
ASC proposed rule and this final rule 
with comment period on the CMS Web 
site at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 

Of the approximately 161 million 
final action claims for services provided 
in hospital outpatient settings used to 
calculate the CY 2015 OPPS payment 
rates for this final rule with comment 
period, approximately 123 million 
claims were the type of bill potentially 


appropriate for use in setting rates for 
OPPS services (but did not necessarily 
contain services payable under the 
OPPS). Of the approximately 123 
million claims, approximately 5 million 
claims were not for services paid under 
the OPPS or were excluded as not 
appropriate for use (for example, 
erroneous cost-to-charge ratios (CCRs) or 
no HCPCS codes reported on the claim). 
From the remaining approximately 118 
million claims, we created 
approximately 101 million single 
records, of which approximately 50 
million were “pseudo” single or ‘“‘single 
session” claims (created from 
approximately 22 million multiple 
procedure claims using the process we 
discuss later in this section). 
Approximately 1 million claims were 
trimmed out on cost or units in excess 
of + 3 standard deviations from the 
geometric mean, yielding approximately 
101 million single bills for ratesetting. 
As described in section II.A.2. of this 
final rule with comment period, our 
data development process is designed 
with the goal of using appropriate cost 
information in setting the APC relative 
payment weights. The bypass process is 
described in section II.A.1.b. of this 
final rule with comment period. This 
section discusses how we develop 
“pseudo” single procedure claims (as 
defined below), with the intention of 
using more appropriate data from the 
available claims. In some cases, the 
bypass process allows us to use some 
portion of the submitted claim for cost 
estimation purposes, while the 
remaining information on the claim 
continues to be unusable. Consistent 
with the goal of using appropriate 
information in our data development 
process, we only use claims (or portions 
of each claim) that are appropriate for 
ratesetting purposes. 

The final APC relative weights and 
payments for CY 2015 in Addenda A 
and B to this final rule with comment 
period (which are available via the 
Internet on the CMS Web site) were 
calculated using claims from CY 2013 
that were processed through June 30, 
2014. While prior to CY 2013 we 
historically based the payments on 
median hospital costs for services in the 
APC groups, beginning with the CY 
2013 OPPS, we established the cost- 
based relative payment weights for the 
OPPS using geometric mean costs, as 
discussed in the CY 2013 OPPS/ASC 
final rule with comment period (77 FR 
68259 through 68271). For the CY 2015 
OPPS, we proposed and are using this 
same methodology, basing payments on 
geometric mean costs. Under this 
methodology, we select claims for 


services paid under the OPPS and 
match these claims to the most recent 
cost report filed by the individual 
hospitals represented in our claims data. 
We continue to believe that it is 
appropriate to use the most current full 
calendar year claims data and the most 
recently submitted cost reports to 
calculate the relative costs 
underpinning the APC relative payment 
weights and the CY 2015 payment rates. 


b. Use of Single and Multiple Procedure 
Claims 

For CY 2015, in general, and as we 
proposed, we are continuing to use 
single procedure claims to set the costs 
on which the APC relative payment 
weights are based. We generally use 
single procedure claims to set the 
estimated costs for APCs because we 
believe that the OPPS relative weights 
on which payment rates are based 
should be derived from the costs of 
furnishing one unit of one procedure 
and because, in many circumstances, we 
are unable to ensure that packaged costs 
can be appropriately allocated across 
multiple procedures performed on the 


same date of service. 
It is generally desirable to use the data 


from as many Claims as possible to 
recalibrate the APC relative payment 
weights, including those claims for 
multiple procedures. As we have for 
several years, we are continuing to use 
date of service stratification and a list of 
codes to be bypassed to convert 
multiple procedure claims to “pseudo” 
single procedure claims. Through 
bypassing specified codes that we 
believe do not have significant packaged 
costs, we are able to use more data from 
multiple procedure claims. In many 
cases, this enables us to create multiple 
‘““pseudo”’ single procedure claims from 
claims that were submitted as multiple 
procedure claims spanning multiple 
dates of service, or claims that 
contained numerous separately paid 
procedures reported on the same date 
on one claim. We refer to these newly 
created single procedure claims as 
“pseudo” single procedure claims. The 
history of our use of a bypass list to 
generate ‘‘pseudo”’ single procedure 
claims is well documented, most 
recently in the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 74849 
through 74851). In addition, for CY 2008 
(72 FR 66614 through 66664), we 
increased packaging and created the 
first composite APCs, and continued 
those policies through CY 2014. 
Increased packaging and creation of 
composite APCs also increased the 
number of bills that we were able to use 
for ratesetting by enabling us to use 
claims that contained multiple major 
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procedures that previously would not 
have been usable. Further, for CY 2009, 
we expanded the composite APC model 
to one additional clinical area, multiple 
imaging services (73 FR 68559 through 
68569), which also increased the 
number of bills we were able to use in 
developing the OPPS relative weights 
on which payments are based. We have 
continued the composite APCs for 
multiple imaging services through CY 
2014, and as we proposed, we are 
continuing this policy for CY 2015. We 
refer readers to section II.A.2.f. of the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74910 through 
74925) for a discussion of the use of 
claims in modeling the costs for 
composite APCs and to section II.A.3. of 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74925 through 
74948) for a discussion of our packaging 
policies for CY 2014. In addition, as we 
proposed, we are establishing additional 
packaging policies for the CY 2015 
OPPS, as discussed in section ILA.3. of 
this final rule with comment period. 

As we proposed, we are continuing to 
apply these processes to enable us to 
use as much claims data as possible for 
ratesetting for the CY 2015 OPPS. This 
methodology enabled us to create, for 
this final rule with comment period, 
approximately 50 million ‘‘pseudo”’ 
single procedure claims, including 
multiple imaging composite “‘single 
session”’ bills (we refer readers to 
section II.A.2.f.(4) of this final rule with 
comment period for further discussion), 
to add to the approximately 51 million 
“natural” single procedure claims. 

For CY 2015, we proposed to bypass 
227 HCPCS codes that were identified 
in Addendum N to the CY 2015 OPPS/ 
ASC proposed rule (which is available 
via the Internet on the CMS Web site). 
Since the inception of the bypass list, 
which is the list of codes to be bypassed 
to convert multiple procedure claims to 
‘“‘pseudo”’ single procedure claims, we 
have calculated the percent of ‘‘natural’’ 
single bills that contained packaging for 
each HCPCS code and the amount of 
packaging on each “‘natural”’ single bill 
for each code. Each year, we generally 
retain the codes on the previous year’s 
bypass list and use the updated year’s 
data (for CY 2015, data available for the 
March 10, 2014 meeting of the Advisory 
Panel on Hospital Outpatient Payment 
(the Panel) from CY 2013 claims 
processed through September 30, 2013, 
and CY 2012 claims data processed 
through June 30, 2013, used to model 
the payment rates for CY 2014) to 
determine whether it would be 
appropriate to add additional codes to 
the previous year’s bypass list. For CY 
2015, we proposed to continue to 





bypass all of the HCPCS codes on the 
CY 2014 OPPS bypass list, with the 
exception of HCPCS codes that we 
proposed to delete for CY 2015, which 
were listed in Table 1 of the proposed 
rule (79 FR 40927 through 40929). We 
also proposed to remove HCPCS codes 
that are not separately paid under the 
OPPS because the purpose of the bypass 
list is to obtain more data for those 
codes relevant to ratesetting. Some of 
the codes we proposed to remove from 
the CY 2015 bypass list are affected by 
the CY 2015 final packaging policy, 
discussed in section II.A.3. of this final 
rule with comment period. In addition, 
we proposed to add to the bypass list for 
CY 2015 HCPCS codes not on the CY 
2014 bypass list that, using either the 
CY 2014 final rule with comment period 
data (CY 2012 claims) or the March 10, 
2014 Panel data (first 9 months of CY 
2013 claims), met the empirical criteria 
for the bypass list that are summarized 
below. Finally, to remain consistent 
with the CY 2015 proposal to continue 
to develop OPPS relative payment 
weights based on geometric mean costs, 
we also proposed that the packaged cost 
criterion continue to be based on the 
geometric mean cost. The entire list 
proposed for CY 2015 (including the 
codes that remain on the bypass list 
from prior years) was open to public 
comment in the CY 2015 OPPS/ASC 
proposed rule. Because we must make 
some assumptions about packaging in 
the multiple procedure claims in order 
to assess a HCPCS code for addition to 
the bypass list, we assumed that the 
representation of packaging on 
“natural” single procedure claims for 
any given code is comparable to 
packaging for that code in the multiple 
procedure claims. The criteria for the 
bypass list are: 

e There are 100 or more “‘natural”’ 
single procedure claims for the code. 
This number of single procedure claims 
ensures that observed outcomes are 
sufficiently representative of packaging 
that might occur in the multiple claims. 

e Five percent or fewer of the 
“natural” single procedure claims for 
the code have packaged costs on that 
single procedure claim for the code. 
This criterion results in limiting the 
amount of packaging being redistributed 
to the separately payable procedures 
remaining on the claim after the bypass 
code is removed and ensures that the 
costs associated with the bypass code 
represent the cost of the bypassed 
service. 

e The geometric mean cost of 
packaging observed in the “natural” 
single procedure claims is equal to or 
less than $55. This criterion also limits 
the amount of error in redistributed 


costs. During the assessment of claims 
against the bypass criteria, we do not 
know the dollar value of the packaged 
cost that should be appropriately 
attributed to the other procedures on the 
claim. Therefore, ensuring that 
redistributed costs associated with a 
bypass code are small in amount and 
volume protects the validity of cost 
estimates for low cost services billed 
with the bypassed service. 

We note that, as we did for CY 2014, 
we proposed to continue to establish the 
CY 2015 OPPS relative payment weights 
based on geometric mean costs. To 
remain consistent in the metric used for 
identifying cost patterns, we proposed 
to use the geometric mean cost of 
packaging to identify potential codes to 
add to the bypass list. 

In response to public comments on 
the CY 2010 OPPS/ASC proposed rule 
requesting that the packaged cost 
threshold be updated, we considered 
whether it would be appropriate to 
update the $50 packaged cost threshold 
for inflation when examining potential 
bypass list additions. As discussed in 
the CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60328), the real 
value of this packaged cost threshold 
criterion has declined due to inflation, 
making the packaged cost threshold 
more restrictive over time when 
considering additions to the bypass list. 
Therefore, adjusting the threshold by 
the market basket increase would 
prevent continuing decline in the 
threshold’s real value. Based on the 
same rationale described for the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74838), we 
proposed for CY 2015 to continue to 
update the packaged cost threshold by 
the market basket increase. By applying 
the final CY 2014 market basket increase 
of 1.7 percent to the prior nonrounded 
dollar threshold of $54.73 (78 FR 
74838), we determined that the 
threshold remains for CY 2015 at $55 
($55.66 rounded to $55, the nearest $5 
increment). Therefore, we proposed to 
set the geometric mean packaged cost 
threshold on the CY 2013 claims at $55 
for a code to be considered for addition 
to the CY 2015 OPPS bypass list. 

e The code is not a code for an 
unlisted service. Unlisted codes do not 
describe a specific service, and thus 
their costs would not be appropriate for 
bypass list purposes. 

In addition, we proposed to continue 
to include on the bypass list HCPCS 
codes that CMS medical advisors 
believe have minimal associated 
packaging based on their clinical 
assessment of the complete CY 2015 
OPPS proposal. Some of these codes 
were identified by CMS medical 
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advisors and some were identified in 
prior years by commenters with 
specialized knowledge of the packaging 
associated with specific services. We 
also proposed to continue to include 
certain HCPCS codes on the bypass list 
in order to purposefully direct the 
assignment of packaged costs to a 
companion code where services always 
appear together and where there would 
otherwise be few single procedure 
claims available for ratesetting. For 
example, we have previously discussed 
our reasoning for adding HCPCS code 
G0390 (Trauma response team 
associated with hospital critical care 
service) to the bypass list (73 FR 68513). 

As a result of the multiple imaging 
composite APCs that we established in 
CY 2009, the program logic for creating 
‘““pseudo”’ single procedure claims from 
bypassed codes that are also members of 
multiple imaging composite APCs 
changed. When creating the set of 
“pseudo” single procedure claims, 
claims that contain ‘‘overlap bypass 
codes’”’ (those HCPCS codes that are 
both on the bypass list and are members 
of the multiple imaging composite 
APCs) were identified first. These 
HCPCS codes were then processed to 
create multiple imaging composite 
“single session” bills, that is, claims 
containing HCPCS codes from only one 
imaging family, thus suppressing the 
initial use of these codes as bypass 
codes. However, these ‘‘overlap bypass 
codes”’ were retained on the bypass list 
because, at the end of the “‘pseudo’”’ 
single processing logic, we reassessed 
the claims without suppression of the 
“overlap bypass codes” under our 
longstanding “pseudo” single process to 
determine whether we could convert 
additional claims to “pseudo” single 
procedure claims. (We refer readers to 
section II.A.2.b. of this final rule with 
comment period for further discussion 
of the treatment of ‘‘overlap bypass 
codes.”’) This process also created 
multiple imaging composite “single 
session”’ bills that could be used for 
calculating composite APC costs. 
“Overlap bypass codes” that are 
members of the multiple imaging 
composite APCs are identified by 
asterisks (*) in Addendum N to this 
final rule with comment period (which 
is available via the Internet on the CMS 
Web site). 

Comment: One commenter supported 
the CY 2015 proposal to remove certain 
codes from the bypass list, in particular 
for the anatomic pathology procedures, 
and suggested that the bypass list 
undervalues codes and artificially 
lowers their estimated costs, as 
evidenced by the estimated increase in 


payment for some of those services in 
the CY 2015 OPPS/ASC proposed rule. 

Response: We appreciate the 
commenter’s support. The bypass list 
process is used to extract more data 
from claims that would otherwise be 
unusable. We use a variety of 
information in identifying codes that 
could be potentially added to the bypass 
list each year, including codes selected 
based on the empirical criteria, CMS 
medical advisor recommendations, and 
commenter requests. In doing so, we 
attempt to ensure that the amount of 
packaged cost being redistributed as a 
result of the process is limited. 

After consideration of the public 
comments we received, we are adopting 
as final the proposed “‘pseudo”’ single 
claims process. As discussed earlier in 
this section, there are interactions 
between the application of a bypass list 
and various other OPPS payment 
policies. As a result of modifications to 
the packaging policies described in 
section III. of this final rule with 
comment period, we are adding codes 
that we had originally proposed to 
remove from the CY 2015 bypass list 
back on the CY 2015 final OPPS bypass 
list. 

Addendum N to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site) 
includes the list of bypass codes for CY 
2015. The list of bypass codes contains 
codes that were reported on claims for 
services in CY 2013 and, therefore, 
includes codes that were in effect in CY 
2013 and used for billing but were 
deleted for CY 2014. We retained these 
deleted bypass codes on the CY 2015 
bypass list because these codes existed 
in CY 2013 and were covered OPD 
services in that period, and CY 2013 
claims data are used to calculate CY 
2015 payment rates. Keeping these 
deleted bypass codes on the bypass list 
potentially allows us to create more 
“pseudo” single procedure claims for 
ratesetting purposes. ‘“‘Overlap bypass 
codes” that were members of the 
multiple imaging composite APCs are 
identified by asterisks (*) in the third 
column of Addendum N to this final 
rule with comment period. HCPCS 
codes that we are adding for CY 2015 
are identified by asterisks (*) in the 
fourth column of Addendum N. 

Table 1 of the proposed rule 
contained the list of codes that we 
proposed to remove from the CY 2015 
bypass list (79 FR 40927 through 
40929). Table 1 below contains the list 
of codes that we are removing from the 
final CY 2015 bypass list because these 
codes were either deleted from the 
HCPCS before CY 2013 (and therefore 
were not covered OPD services in CY 


2013) or were not separately payable 
codes under the CY 2015 OPPS because 
these codes are not used for ratesetting 
through the bypass process. The list of 
codes for removal from the bypass list 
includes those that will be affected by 
the CY 2015 OPPS packaging policy 
described in section II.A.3. of this final 
rule with comment period. 


TABLE 1—HCPCS CODES REMOVED 
FROM THE CY 2015 BYPASS LIST 





HCPCS Short descriptor 





Trim skin lesions 2 to 4. 
Shave skin lesion 0.5 cm/<. 


FIS08 .«...... Shave skin lesion 0.6—-1.0 cm. 
TEATS 3... Trim nail(s) any number. 
WEF 5.23... Debride nail 1-5. 

BEZSU 2... Debride nail 6 or more. 
$7000... Destruct premalg lesion. 
PFUO scc.0. Destruct b9 lesion 1-14. 
29240 ....... Strapping of shoulder. 

3) .>) oe Strapping of elbow or wrist. 
29280 ....... Strapping of hand or finger. 
SOO i500: Strapping of hip. 

2O5O i000. Strapping of knee. 

SUIAD iccis- Electro-uroflowmetry first. 
SURG ii. Us urine capacity measure. 
SGGGP s:..... Dilate urethra stricture. 

S366 .:...;. Dilation of urethra. 

54240 ....... Penis study. 

67820 ....... Revise eyelashes. 

69210 ....... Remove impacted ear wax uni. 
69220 ....... Clean out mastoid cavity. 
70030 ....... X-ray eye for foreign body. 
AOTO0 <..:.<. X-ray exam of jaw <4 views. 
70110 ....... X-ray exam of jaw 4/>< views. 
70120 :...... X-ray exam of mastoids. 
7010... X-ray exam of mastoids. 
70140 ....... X-ray exam of facial bones. 
CONSE ..:..;. X-ray exam of facial bones. 
70160 ....... X-ray exam of nasal bones. 
70200 ....... X-ray exam of eye sockets. 
70216 ::...... X-ray exam of sinuses. 

70220 ....... X-ray exam of sinuses. 

70240 ....... X-ray exam pituitary saddle. 
7OZSO:...... X-ray exam of skull. 

70260 ....... X-ray exam of skull. 

10820 ....... Full mouth x-ray of teeth. 
70328 ....... X-ray exam of jaw joint. 

70330 ....... X-ray exam of jaw joints. 
F0GSS <...4:. Panoramic x-ray of jaws. 
70360 ....... X-ray exam of neck. 

FAGEW sick Chest x-ray frnt lat lordotc. 
FIO i .20:.. Chest x-ray frnt lat oblique. 
71028 ....... Chest x-ray and fluoroscopy. 
710930 ....... Chest x-ray 4/> views. 

F1OGS «...... Chest x-ray special views. 
TO ...452. X-ray exam ribs uni 2 views. 
PRIOR: secs X-ray exam unilat ribs/chest. 
FUG xx...:. X-ray exam ribs bil 3 views. 
TUGES cack. X-ray exam ribs/chest4/> vws. 
#4920 ........ X-ray exam breastbone 2/> vws. 
FUT suse: X-ray strenoclavic jt 3/>vws. 
72020 ....... X-ray exam of spine 1 view. 
72040 ....... X-ray exam neck spine 2-3 vw. 
72050 ....... X-ray exam neck spine 4/5vws. 
f2062 ....:.. X-ray exam neck spine 6/>vws. 
72069 ....... X-ray exam trunk spine stand. 
TARY... X-ray exam thorac spine 2vws. 
CAO eincnis X-ray exam thorac spine 3vws. 
72074 ....... X-ray exam thorac spine4/>vw. 
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TABLE 1—HCPCS CODES REMOVED 
FROM THE CY 2015 BYPASS LIST— 








Continued 

or HCPCS Short descriptor 
72080 ....... X-ray exam trunk spine 2 vws. 
72090 ....... X-ray exam scloiosis erect. 
FZAQD 0:55. X-ray exam I-s spine 2/3 vws. 
THAAD ......- X-ray exam I-2 spine 4/>vws. 
72144 ....50. X-ray exam I-s spine bending. 
72120 ........ X-ray bend only I-s spine. 
VOATO .6..0% X-ray exam of pelvis. 
72190 ....... X-ray exam of pelvis. 
72202 ....... X-ray exam si joints 3/> vws. 
72220 ....... X-ray exam sacrum tailbone. 
73000 ....... X-ray exam of collar bone. 
73010 ....... X-ray exam of shoulder blade. 
73020 ....... X-ray exam of shoulder. 
73030 5... X-ray exam of shoulder. 
VS05D .....5.. X-ray exam of shoulders. 
73060 ....... X-ray exam of humerus. 
73070 ....... X-ray exam of elbow. 
73080 ....... X-ray exam of elbow. 
73090 ....... X-ray exam of forearm. 
73100 ......:. X-ray exam of wrist. 
FBIID wri0053 X-ray exam of wrist. 
73120 ....... X-ray exam of hand. 
73130 ....... X-ray exam of hand. 
73140 ....... X-ray exam of finger(s). 
TSOND 50.5503 X-ray exam of hip. 
73020 ».....4% X-ray exam of hips. 
73540 ....... X-ray exam of pelvis & hips. 
73550 ....... X-ray exam of thigh. 
73960 <4... X-ray exam of knee 1 or 2. 
VBOOL 5.505 X-ray exam of knee 3. 
73564 ....... X-ray exam knee 4 or more. 
TEOO9’ s.5.53- X-ray exam of knees. 
73590 ....... X-ray exam of lower leg. 
73600 ....... X-ray exam of ankle. 
73610 ....... X-ray exam of ankle. 
73620 ....... X-ray exam of foot. 
73630 ....... X-ray exam of foot. 
73650 ....... X-ray exam of heel. 
73660 ....... X-ray exam of toe(s). 
74000 ....... X-ray exam of abdomen. 
74010 ....... X-ray exam of abdomen. 
74020 ....... X-ray exam of abdomen. 
74022 ....... X-ray exam series abdomen. 
76100 ....... X-ray exam of body section. 
7ESI10 ..:.... Ophth us b & quant a. 
76514 ....... Echo exam of eye thickness. 
76516 ....... Echo exam of eye. 
76919 ....:.. Echo exam of eye. 
76645 ....... Us exam breast(s). 
76816 ....... Ob us follow-up per fetus. 
76882 ....... Us xtr non-vasc Imtd. 
769760 ...:... Ultrasound exam follow-up. 
TBO vcinscc Us bone density measure. 
THOTD ovine X-rays for bone age. 
TVOTS cicecse X-rays bone length studies. 
77074 ....... X-rays bone survey limited. 
TITS 5:0: X-rays bone survey infant. 
TMNT esses Joint survey single view. 
TIOTE 05500 Ct bone density axial. 
TTT? scssves Ct bone density peripheral. 
77060 ........ Dxa bone density axial. 
77081 ....:... Dxa bone density/peripheral. 
TTQB? 52... Dxa bone density vert fx. 
TIES .00250 Radiographic absorptiometry. 
80500 ....... Lab pathology consultation. 
80502 ....... Lab pathology consultation. 
85097 ....... Bone marrow interpretation. 
BGS10 .......; Histoplasmosis skin test. 
86850 ....... Rbc antibody screen. 
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86870 ....... Rbc antibody identification. 
86880 ....... Coombs test direct. 
86885 ....... Coombs test indirect qual. 
86886 ....... Coombs test indirect titer. 
86900 ....... Blood typing abo. 
86901 ....... Blood typing rh (d). 
86904 ....... Blood typing patient serum. 
86905 ....... Blood typing rbc antigens. 
86906 ....... Blood typing rh phenotype. 
86930 ....... Frozen blood prep. 
86970 ....... Rbc pretx incubatj w/chemicl. 
86977 ....... Rbc serum pretx incubj/inhib. 
88104 ....... Cytopath fl nongyn smears. 
8B106 ....... Cytopath fl nongyn filter. 
S807 ....... Cytopath fl nongyn sm/fitr. 
88108 ....... Cytopath concentrate tech. 
86112 ........ Cytopath cell enhance tech. 
88120 ....... Cytp urne 3-5 probes ea spec. 
88160 ....... Cytopath smear other source. 
BIG! ....... Cytopath smear other source. 
88162 ....... Cytopath smear other source. 
SBITS .iccve Cytp dx eval fna 1st ea site. 
88173 ....... Cytopath eval fna report. 
88182 ....... Cell marker study. 
88184 ....... Flowcytometry/tc 1 marker. 
88189 ....... Flowcytometry/read 16 & >. 
88300 ....... Surgical path gross. 
88302 ....... Tissue exam by pathologist. 
88304 ....... Tissue exam by pathologist. 
88305 ....... Tissue exam by pathologist. 
88307 ....... Tissue exam by pathologist. 
88312 ....... Special stains group 1. 
88318 ....... Special stains group 2. 
88321 ....... Microslide consultation. 
88323 ....... Microslide consultation. 
88325 ....... Comprehensive review of data. 
88329 ....... Path consult introp. 
88331 ....... Path consult intraop 1 bloc. 
88342 ....... Immunohisto antibody slide. 
88346 ....... Immunofluorescent study. 
88347 ....... Immunofluorescent study. 
88348 ....... Electron microscopy. 
88358 ....... Analysis tumor. 
88360 ....... Tumor immunohistochem/man- 

ual. 
88361 ....... Tumor immunohistochem/ 
comput. 

88365 ....... Insitu hybridization (fish). 
88368 ....... Insitu hybridization manual. 
88385 ....... Eval molecul probes 51-250. 
88386 ....... Eval molecul probes 251-500. 
89049 ....... Chct for mal hyperthermia. 
89220 ....... Sputum specimen collection. 
89230 ....... Collect sweat for test. 
89240 ....... Pathology lab procedure. 
92020 ....... Special eye evaluation. 
92025 ....... Corneal topography. 
92060 ........ Special eye evaluation. 
92081 ........ Visual field examination(s). 
92082 ....... Visual field examination(s). 
92083 ....... Visual field examination(s). 
92133 ....:.. Cmptr ophth img optic nerve. 
92134 ....... Cptr ophth dx img post segmt. 
92136 ...:... Ophthalmic biometry. 
92225 ....... Special eye exam initial. 
92226 ....... Special eye exam subsequent. 
92230 ....... Eye exam with photos. 
92250 ....... Eye exam with photos. 
92285... Eye photography. 
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Internal eye photography. 
Laryngeal function studies. 
Spontaneous nystagmus test. 
Positional nystagmus test. 
Tympanometry & reflex thresh. 
Pure tone audiometry air. 
Audiometry air & bone. 
Speech threshold audiometry. 
Speech audiometry complete. 
Comprehensive hearing test. 
Tympanometry. 

Acoustic immitance testing. 
Conditioning play audiometry. 
Cochlear implt f/up exam 7/>. 
Reprogram cochlear implt 7/>. 
Eval aud rehab status. 
Electrocardiogram tracing. 
Cardiovascular stress test. 
Ecg monit/reprt up to 48 hrs. 
Ecg monit/reprt up to 48 hrs. 
Remote 30 day ecg rev/report. 
Ecg/signal-averaged. 

Pm device progr eval sngl. 
Pm device progr eval dual. 
Pm device progr eval multi. 
Icd device progr eval 1 sngl. 
Icd device progr eval dual. 

Icd device progr eval mult. 

llr device eval progr. 

Pm device eval in person. 

Icd device interrogate. 

Icm device eval. 

llr device interrogate. 

Wcd device interrogate. 

Pm phone r-strip device eval. 
Pm/icd remote tech serv. 
Icm/ilr remote tech serv. 
Bioimpedance cv analysis. 
Ambulatory bp recording. 
Ambulatory bp analysis. 
Extracranial study. 

Patient recorded spirometry. 
Exhaled air analysis. 
Actigraphy testing. 

Muscle test thor paraspinal. 
Motor nerve conduction test. 
Autonomic nrv parasym inervj. 
Analyze neurostim no prog. 
Ultraviolet light therapy. 
Photochemotherapy with uv-b. 
Photochemotherapy with uv-a. 
Laser tx skin < 250 sq cm. 
Laser tx skin 250-500 sq cm. 
Osteopath manj 1-2 regions. 
Osteopath manj 3-4 regions. 
Osteopath manj 5-6 regions. 
Osteopath manj 7-8 regions. 
Osteopath manj 9-10 regions. 
Chiropract manj 1-2 regions. 
Chiropract manj 3-4 regions. 
Chiropractic manj 5 regions. 
Trim nail(s). 

Single energy x-ray study. 
Extrnl counterpulse, per tx. 
Oth resp proc, group. 
Ultrasound exam aaa screen. 
Ekg tracing for initial prev. 
Pulmonary rehab w exer. 
Obtaining screen pap smear. 
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c. Calculation and Use of Cost-to-Charge 
Ratios (CCRs) 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40929), we proposed to 
continue to use the hospital-specific 
overall ancillary and departmental cost- 
to-charge ratios (CCRs) to convert 
charges to estimated costs through 
application of a revenue code-to-cost 
center crosswalk. To calculate the APC 
costs on which the proposed CY 2015 
APC payment rates were based, we 
calculated hospital-specific overall 
ancillary CCRs and hospital-specific 
departmental CCRs for each hospital for 
which we had CY 2013 claims data by 
comparing these claims data to the most 
recently available hospital cost reports, 
which, in most cases, were from CY 
2012. For the CY 2015 OPPS proposed 
rates, we used the set of claims 
processed during CY 2013. We applied 
the hospital-specific CCR to the 
hospital’s charges at the most detailed 
level possible, based on a revenue code- 
to-cost center crosswalk that contains a 
hierarchy of CCRs used to estimate costs 
from charges for each revenue code. 
That crosswalk is available for review 
and continuous comment on the CMS 
Web site at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
index.html. 

To ensure the completeness of the 
revenue code-to-cost center crosswalk, 
we reviewed changes to the list of 
revenue codes for CY 2013 (the year of 
claims data we used to calculate the 
proposed CY 2015 OPPS payment rates) 
and found that the National Uniform 
Billing Committee (NUBC) did not add 
any new revenue codes to the NUBC 
2013 Data Specifications Manual. 

In accordance with our longstanding 
policy, we calculated CCRs for the 
standard and nonstandard cost centers 
accepted by the electronic cost report 
database. In general, the most detailed 
level at which we calculated CCRs was 
the hospital-specific departmental level. 
For a discussion of the hospital-specific 
overall ancillary CCR calculation, we 
refer readers to the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
67983 through 67985). The calculation 
of blood costs is a longstanding 
exception (since the CY 2005 OPPS) to 
this general methodology for calculation 
of CCRs used for converting charges to 
costs on each claim. This exception is 
discussed in detail in the CY 2007 
OPPS/ASC final rule with comment 
period and discussed further in section 
I.A.2.d.(2) of this final rule with 
comment period. 

For the CCR calculation process, we 
used the same general approach that we 


used in developing the final APC rates 
for CY 2007 and thereafter, using the 
revised CCR calculation that excluded 
the costs of paramedical education 
programs and weighted the outpatient 
charges by the volume of outpatient 
services furnished by the hospital. We 
refer readers to the CY 2007 OPPS/ASC 
final rule with comment period for more 
information (71 FR 67983 through 
67985). We first limited the population 
of cost reports to only those hospitals 
that filed outpatient claims in CY 2013 
before determining whether the CCRs 
for such hospitals were valid. 

We then calculated the CCRs for each 
cost center and the overall ancillary 
CCR for each hospital for which we had 
claims data. We did this using hospital- 
specific data from the Hospital Cost 
Report Information System (HCRIS). We 
used the most recent available cost 
report data, which, in most cases, were 
from cost reports with cost reporting 
periods beginning in CY 2012. For the 
proposed rule, we used the most 
recently submitted cost reports to 
calculate the CCRs to be used to 
calculate costs for the proposed CY 2015 
OPPS payment rates. If the most 
recently available cost report was 
submitted but not settled, we looked at 
the last settled cost report to determine 
the ratio of submitted to settled cost 
using the overall ancillary CCR, and we 
then adjusted the most recent available 
submitted, but not settled, cost report 
using that ratio. We then calculated both 
an overall ancillary CCR and cost 
center-specific CCRs for each hospital. 
We used the overall ancillary CCR 
referenced above for all purposes that 
require use of an overall ancillary CCR. 
We proposed to continue this 
longstanding methodology for the 
calculation of costs for CY 2015. 

Since the implementation of the 
OPPS, some commenters have raised 
concerns about potential bias in the 
OPPS cost-based weights due to ‘“‘charge 
compression,’’ which is the practice of 
applying a lower charge markup to 
higher cost services and a higher charge 
markup to lower cost services. As a 
result, the cost-based weights may 
reflect some aggregation bias, 
undervaluing high-cost items and 
overvaluing low-cost items when an 
estimate of average markup, embodied 
in a single CCR, is applied to items of 
widely varying costs in the same cost 
center. This issue was evaluated in a 
report by the Research Triangle 
Institute, International (RTI). The RTI 
final report can be found on RTI’s Web 
site at: http://www.rti.org/reports/cms/ 
HHSM-500-2005-00291/PDF/Refining _ 
Cost_to_Charge_ratios 200807_ 
Final.pdf. For a complete discussion of 


the RTI recommendations, public 
comments, and our responses, we refer 
readers to the CY 2009 OPPS/ASC final 
rule with comment period (73 FR 68519 
through 68527). 

We addressed the RTI finding that 
there was aggregation bias in both the 
IPPS and the OPPS cost estimation of 
expensive and inexpensive medical 
supplies in the FY 2009 IPPS final rule 
(73 FR 48458 through 45467). 
Specifically, we created one cost center 
for ‘Medical Supplies Charged to 
Patients” and one cost center for 
‘Implantable Devices Charged to 
Patients,” essentially splitting the then 
current cost center for ‘“Medical 
Supplies Charged to Patients” into one 
cost center for low-cost medical 
supplies and another cost center for 
high-cost implantable devices in order 
to mitigate some of the effects of charge 
compression. In determining the items 
that should be reported in these 
respective cost centers, we adopted 
commenters’ recommendations that 
hospitals should use revenue codes 
established by the AHA’s NUBC to 
determine the items that should be 
reported in the “Medical Supplies 
Charged to Patients’’ and the 
‘Implantable Devices Charged to 
Patients” cost centers. For a complete 
discussion of the rationale for the 
creation of the new cost center for 
“Implantable Devices Charged to 
Patients,’ a summary of public 
comments received, and our responses 
to those public comments, we refer 
readers to the FY 2009 IPPS final rule. 

The cost center for “Implantable 
Devices Charged to Patients” has been 
available for use for cost reporting 
periods beginning on or after May 1, 
2009. In the CY 2013 OPPS/ASC final 
rule with comment period, we 
determined that a significant volume of 
hospitals were utilizing the 
“Implantable Devices Charged to 
Patients” cost center. Because a 
sufficient amount of data from which to 
generate a meaningful analysis was 
available, we established in the CY 2013 
OPPS/ASC final rule with comment 
period a policy to create a distinct CCR 
using the ‘Implantable Devices Charged 
to Patients” cost center (77 FR 68225). 
We retained this policy for the CY 2014 
OPPS and, as we proposed, we are 
continuing this practice for the CY 2015 
OPPS. 

In the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50075 through 50080), we 
finalized our proposal to create new 
standard cost centers for “Computed 
Tomography (CT),” “Magnetic 
Resonance Imaging (MRI),” and 
‘Cardiac Catheterization,” and to 
require that hospitals report the costs 
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and charges for these services under 
these new cost centers on the revised 
Medicare cost report Form CMS 2552- 
10. As we discussed in the FY 2009 
IPPS and CY 2009 OPPS/ASC proposed 
and final rules, RTI also found that the 
costs and charges of CT scans, MRIs, 
and cardiac catheterization differ 
significantly from the costs and charges 
of other services included in the 
standard associated cost center. RTI 
concluded that both the IPPS and the 
OPPS relative payment weights would 
better estimate the costs of those 
services if CMS were to add standard 
costs centers for CT scans, MRIs, and 
cardiac catheterization in order for 
hospitals to report separately the costs 
and charges for those services and in 
order for CMS to calculate unique CCRs 
to estimate the cost from charges on 
claims data. We refer readers to the FY 
2011 IPPS/LTCH PPS final rule (75 FR 
50075 through 50080) for a more 
detailed discussion on the reasons for 
the creation of standard cost centers for 
CT scans, MRIs, and cardiac 
catheterization. The new standard cost 
centers for CT scans, MRIs, and cardiac 
catheterization were effective for cost 
report periods beginning on or after May 
1, 2010, on the revised cost report Form 
CMS—2552-10. 

Using the HCRIS update for the CY 
2015 final rule cycle, which we used to 
estimate costs in the CY 2015 OPPS 
ratesetting process, as discussed in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40930), we were able to calculate a 
valid implantable device CCR for 2,895 
hospitals, a valid MRI CCR for 1,934 
hospitals, a valid CT scan CCR for 2,035 


hospitals, and a valid Cardiac 
Catheterization CCR for 1,397 hospitals. 
In our CY 2014 OPPS/ASC proposed 
rule discussion (78 FR 43549), we noted 
that, for CY 2014, the estimated changes 
in geometric mean estimated APC cost 
of using data from the new standard cost 
centers for CT scans and MRIs appeared 
consistent with RTI’s analysis of cost 
report and claims data in the July 2008 
final report (pages 5 and 6). RTI 
concluded that ‘‘in hospitals that 
aggregate data for CT scanning, MRI, or 
nuclear medicine services with the 
standard line for Diagnostic Radiology, 
costs for these services all appear 
substantially overstated, while the costs 
for plain films, ultrasound and other 
imaging procedures are correspondingly 
understated.” We also noted that there 
were limited additional impacts in the 
implantable device-related APCs from 
adopting the new cost report Form CMS 
2552-10 because we had used data from 
the standard cost center for implantable 
medical devices beginning in CY 2013 
OPPS ratesetting, as discussed above. 
As we indicated in prior rulemaking 
(77 FR 68223 through 68225), once we 
determined that cost report data for the 
new standard cost centers were 
sufficiently available, we would analyze 
that data and, if appropriate, we would 
propose to use the distinct CCRs for new 
standard cost centers described above in 
the calculation of the OPPS relative 
payment weights. As stated in the CY 
2014 OPPS/ASC proposed rule (78 FR 
43550), we have conducted our analysis 
and concluded that we should develop 
distinct CCRs for each of the new cost 
centers and use them in ratesetting. 


Therefore, we began in the CY 2014 
OPPS, and proposed to continue for the 
CY 2015 OPPS, to calculate the OPPS 
relative payment weights using distinct 
CCRs for cardiac catheterization, CT 
scan, MRI, and implantable medical 
devices. Section XXI. of this final rule 
with comment period includes the 
impacts of calculating the CY 2015 
OPPS relative payment weights using 
these new standard cost centers. 

Comment: A few commenters 
encouraged CMS to ensure data quality 
and continue to test, refine, and 
improve its CCR analysis for CT scans 
and MRI. 

Response: We will continue to 
monitor the CCRs for these services. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to calculate the 
OPPS relative payment weights using 
distinct CCRs for cardiac 
catheterization, CT scan, MRI, and 
implantable medical devices for CY 
2015 without modification. 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74847), we 
finalized a policy to remove claims from 
providers that use a cost allocation 
method of “‘square feet”’ to calculate 
CCRs used to estimate costs associated 
with the CT and MRI APCs. This change 
allows hospitals additional time to use 
one of the more accurate cost allocation 
methods, and thereby improve the 
accuracy of the CCRs on which the 
OPPS relative payment weights are 
developed. In Table 2 below, we display 
CCR values for providers based on 
various cost allocation methods. 


TABLE 2—CCR STATISTICAL VALUES BASED ON USE OF DIFFERENT COST ALLOCATION METHODS 







Cost allocation method 


Pate ATOR isso sc kiscice Gos oew sea pve eacoeemecoceseaeee nies 


Square Feet Only 


PDAS SHIA oi snispsiicnnosonnccanstannssusescsausennetcapeeseueds 


Dollar Value 
Direct Assign and Dollar Value 


As part of this transitional policy to 
estimate the CT and MRI APC relative 
payment weights using only cost data 
from providers that do not use “square 
feet’ as the cost allocation statistic, we 
adopted a policy in the CY 2014 OPPS/ 
ASC final rule with comment period 
that we will sunset this policy in 4 years 
once the updated cost report data 











Median CCR 


Mean CCR 











Mean CCR 


Median CCR 





become available for ratesetting 
purposes. We stated that we believe 4 
years is sufficient time for hospitals that 
have not done so to transition to a more 
accurate cost allocation method and for 
the related data to be available for 
ratesetting purposes. Therefore, in CY 
2018, we will estimate the CT and MRI 
APC relative payment weights using 


cost data from all providers, regardless 
of the cost allocation statistic employed. 
In Table 3 below, we display the impact 
of excluding claims based on the 
“square feet” cost allocation method 
from estimates of CT and MRI costs in 
CY 2015. 
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TABLE 3—PERCENTAGE CHANGE IN ESTIMATED COST FOR CT AND MRI APCS WHEN EXCLUDING CLAIMS FROM 
PROVIDERS USING “SQUARE FEET” AS THE COST ALLOCATION METHOD 


ee 
Percent 


a CY 2015 APC Descriptor ae 
REN aOR IITA TN Ta DeSean aaa y Fane eee rane Te 
O28 <cccsseinssc CELI ULEGD ECAC RN ATI: WHE CGI isi cis sss scsi sada nadasaneas bcansidaseavocwacacaesdaiasaddaccadsddesssaucendwasaadéasansssieaaters 9.6 
O2BA w.sccseeasss Magnetic Resonance Imaging and Magnetic Resonance Angiography with Contrast ...........ccceccecsseceeseenteeneeeseneees 4.0 
OB cccsccscens Combined Abdomen and: Pelvis Cl wWihGut Connacht... ccssiceis cccowensacssccnessavensausnescsccesechecnssensnseraccouacteanteceuecesdsasennseas 12.1 
OB sensicesecae CCGHETIRIECIR FR CNNUESENS ADTs UTERO © NNN ooo ons cc canessnesin dansccéstnsa cnucdoncavddeaanseatevdansandvendaddaveaddea qaesedidaddadedlacanteucagsedeass 14.5 
Ee ssncctiecvss Computed Tomography without Contrast followed by Contrast ........0.c ccc ccceeecceeceeseeeceeeeeeeneeseseeeeceeeeseeaeeneeeeensnes 12.3 
OO ssccscassi Combined Abdomen anal Peiuic CF Witt COna gt oa. scisscicincecandscccsasasscsnaccancnessdacsscananccecedsssasiecvencdesssauvsuadassuteacen¥ans 10.1 
OBSS ciccsicsccess Magnetic Resonance Imaging and Magnetic Resonance Angiography without Contrast 00.0... cece eeeeeeteeeeeeeeees ea 
CORE sviccssixsss Magnetic Resonance Imaging and Magnetic Resonance Angiography without Contrast f .........c cece eeeeeeeeeeeeeeneeens 6.4 
OIE ics ccevsees IC EMERC: CCNY MEICESCy F CONNACDEIT CHEMIN TUMISMEMN NOD pcs ac gusevastn'casidseauihneaugssuadeivaau'ddsudiad stutisdededadeascxeatasessvdudondadddessacduaducadisesasia 3.6 
CBG nc5.ccccsss CP UPRGMINCRIE Sas sess cc tsecd ccasacedcecosasi cea cecs cnet aac cstsnneted suedinwaanaauendaousdaaavescaadaeddaaiana vy saidanessannesdiesdceseatuassndvausdsauivaaudaaeaaaas 10.3 
BOOS scccsseiecs CFF CURIE Cr Wwe WURDEN: COONUUNCHCNE: CORT MOLOUN os aicisi snes case ies ancandes ieicccrsdedcadetuadcdacasactetileccsidunddodeasacladedaacecodasasendgsuadieeadees 12.8 
S006 ...<..00.. CoE CAnVeh CAR WU Coe tin cle © ONO code adie cksccacccessveuiccuacastalacassetceentawunsascdaddsaadexdidnuss Souldhs sad enadsancchegiaudactenscadeadaned 9.4 
OF s ccceccrncss BUTE AN: ctrvee ABEYANCE CALE CCN ooo is ccsce ices ee cedasasadeanncgceeasckedaaaaias ciel acandin eae ej epee dud dadicguseas acaadadinanes 6.7 
SOO icezcezvas. BABA Carve DOREDIW Wied Coenen chee: CCRC Naso asec scrsecacianndas chasse cd saqade Seagate derecnad aaelaawaddgaudade ccd gacesesuadaqiiadiaadeiedasaacs 6.9 





Comment: A few commenters 
supported CMS’ proposal to continue 
removing claims from providers that use 
the ‘“‘square feet” cost allocation method 
from the cost model. One commenter 
suggested that CMS continue removing 
claims from providers that use this 
method in CY 2018 and beyond. 

Response: We thank the commenters 
for their support and are finalizing this 
policy as proposed. We will continue to 
only include cost data from providers 
that do not use ‘‘square feet”’ as the cost 
allocation statistic in relative payment 
weights through CY 2017. For CY 2018 
and beyond, we will estimate the CT 
and MRI APC relative payment weights 
using cost data from all providers, 
regardless of the cost allocation statistic 
employed. 

In summary, as we proposed, we are 
continuing to use data from the 
‘Implantable Devices Charged to 
Patients” and “Cardiac Catheterization” 
cost centers to create distinct CCRs for 
use in calculating the OPPS relative 
payment weights for the CY 2015 OPPS. 
For the “Magnetic Resonance Imaging 
(MRI)”’ and ‘‘Computed Tomography 
(CT) Scan’’ APCs identified in Table 3 
of this final rule with comment period, 
we are continuing our policy of 
removing claims from cost modeling for 
those providers using ‘‘square feet’’ as 
the cost allocation statistic for CY 2015. 


2. Data Development Process and 
Calculation of Costs Used for Ratesetting 


In this section of this final rule with 
comment period, we discuss the use of 
claims to calculate the OPPS payment 
rates for CY 2015. The Hospital OPPS 
page on the CMS Web site on which this 
final rule with comment period is 
posted (http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.htm]) 
provides an accounting of claims used 


in the development of the final payment 
rates. That accounting provides 
additional detail regarding the number 
of claims derived at each stage of the 
process. In addition, below in this 
section we discuss the file of claims that 
comprises the data set that is available 
for purchase under a CMS data use 
agreement. The CMS Web site, hAttp:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html, 
includes information about purchasing 
the ‘OPPS Limited Data Set,”’ which 
now includes the additional variables 
previously available only in the OPPS 
Identifiable Data Set, including ICD—9- 
CM diagnosis codes and revenue code 
payment amounts. This file is derived 
from the CY 2013 claims that were used 
to calculate the final payment rates for 
the CY 2015 OPPS. 

In the history of the OPPS, we have 
traditionally established the scaled 
relative weights on which payments are 
based using APC median costs, which is 
a process described in the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74188). However, as 
discussed in more detail in section 
I].A.2.f. of the CY 2013 OPPS/ASC final 
rule with comment period (77 FR 68259 
through 68271), we finalized the use of 
geometric mean costs to calculate the 
relative weights on which the CY 2013 
OPPS payment rates were based. While 
this policy changed the cost metric on 
which the relative payments are based, 
the data process in general remained the 
same, under the methodologies that we 
used to obtain appropriate claims data 
and accurate cost information in 
determining estimated service cost. For 
CY 2015, as we proposed, we are 
continuing to use geometric mean costs 
to calculate the relative weights on 
which the CY 2015 OPPS payment rates 
are based. 





We used the methodology described 
in sections II.A.2.a. through II.A.2.f. of 
this final rule with comment period to 
calculate the costs we used to establish 
the relative weights used in calculating 
the OPPS payment rates for CY 2015 
shown in Addenda A and B to this final 
rule with comment period (which are 
available via the Internet on the CMS 
Web site). We refer readers to section 
I].A.4. of this final rule with comment 
period for a discussion of the 
conversion of APC costs to scaled 
payment weights. 


a. Claims Preparation 


For this final rule with comment 
period, we used the CY 2013 hospital 
outpatient claims processed through 
June 30, 2014, to calculate the geometric 
mean costs of APCs that underpin the 
relative payment weights for CY 2015. 
To begin the calculation of the relative 
payment weights for CY 2015, we 
pulled all claims for outpatient services 
furnished in CY 2013 from the national 
claims history file. This is not the 
population of claims paid under the 
OPPS, but all outpatient claims 
(including, for example, critical access 
hospital (CAH) claims and hospital 
claims for clinical laboratory tests for 
persons who are neither inpatients nor 
outpatients of the hospital). 

We then excluded claims with 
condition codes 04, 20, 21, and 77 
because these are claims that providers 
submitted to Medicare knowing that no 
payment would be made. For example, 
providers submit claims with a 
condition code 21 to elicit an official 
denial notice from Medicare and 
document that a service is not covered. 
We then excluded claims for services 
furnished in Maryland, Guam, the U.S. 
Virgin Islands, American Samoa, and 
the Northern Mariana Islands because 
hospitals in those geographic areas are 
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not paid under the OPPS, and, therefore, 
we do not use claims for services 
furnished in these areas in ratesetting. 

We divided the remaining claims into 
the three groups shown below. Groups 
2 and 3 comprise the 123 million claims 
that contain hospital bill types paid 
under the OPPS. 

1. Claims that were not bill types 12X 
(Hospital Inpatient (Medicare Part B 
only)), 13X (Hospital Outpatient), 14X 
(Hospital—Laboratory Services 
Provided to Nonpatients), or 76X 
(Clinic—Community Mental Health 
Center). Other bill types are not paid 
under the OPPS; therefore, these claims 
were not used to set OPPS payment. 

2. Claims that were bill types 12X, 
13X or 14X. Claims with bill types 12X 
and 13X are hospital outpatient claims. 
Claims with bill type 14X are laboratory 
specimen claims. 

3. Claims that were bill type 76X 
(CMHC). 

To convert charges on the claims to 
estimated cost, we multiplied the 
charges on each claim by the 
appropriate hospital-specific CCR 
associated with the revenue code for the 
charge as discussed in section IL.A.1.c. 
of this final rule with comment period. 
We then flagged and excluded CAH 
claims (which are not paid under the 
OPPS) and claims from hospitals with 
invalid CCRs. The latter included claims 
from hospitals without a CCR; those 
from hospitals paid an all-inclusive rate; 
those from hospitals with obviously 
erroneous CCRs (greater than 90 or less 
than 0.0001); and those from hospitals 
with overall ancillary CCRs that were 
identified as outliers (that exceeded + 3 
standard deviations from the geometric 
mean after removing error CCRs). In 
addition, we trimmed the CCRs at the 
cost center (that is, departmental) level 
by removing the CCRs for each cost 
center as outliers if they exceeded + 3 
standard deviations from the geometric 
mean. We used a four-tiered hierarchy 
of cost center CCRs, which is the 
revenue code-to-cost center crosswalk, 
to match a cost center to every possible 
revenue code appearing in the 
outpatient claims that is relevant to 
OPPS services, with the top tier being 
the most common cost center and the 
last tier being the default CCR. If a 
hospital’s cost center CCR was deleted 
by trimming, we set the CCR for that 
cost center to ‘‘missing” so that another 
cost center CCR in the revenue center 
hierarchy could apply. If no other cost 
center CCR could apply to the revenue 
code on the claim, we used the 
hospital’s overall ancillary CCR for the 
revenue code in question as the default 
CCR. For example, if a visit was 
reported under the clinic revenue code 


but the hospital did not have a clinic 
cost center, we mapped the hospital- 
specific overall ancillary CCR to the 
clinic revenue code. The revenue code- 
to-cost center crosswalk is available for 
inspection on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 
Revenue codes that we do not use in 
establishing relative costs or to model 
impacts are identified with an ‘‘N”’ in 
the revenue code-to-cost center 
crosswalk. 

We applied the CCRs as described 
above to claims with bill type 12X, 13X, 
or 14X, excluding all claims from CAHs 
and hospitals in Maryland, Guam, the 
U.S. Virgin Islands, American Samoa, 
and the Northern Mariana Islands and 
claims from all hospitals for which 
CCRs were flagged as invalid. 

We identified claims with condition 
code 41 as partial hospitalization 
services of hospitals and moved them to 
another file. We note that the separate 
file containing partial hospitalization 
claims is included in the files that are 
available for purchase as discussed 
above. 

We then excluded claims without a 
HCPCS code. We moved to another file 
claims that contained only influenza 
and pneumococcal pneumonia (PPV) 
vaccines. Influenza and PPV vaccines 
are paid at reasonable cost; therefore, 
these claims are not used to set OPPS 
rates. 

We next copied line-item costs for 
drugs, blood, and brachytherapy sources 
to a separate file (the lines stay on the 
claim, but are copied onto another file). 
No claims were deleted when we copied 
these lines onto another file. These line- 
items are used to calculate a per unit 
arithmetic and geometric mean and 
median cost and a per day arithmetic 
and geometric mean and median cost for 
drugs and nonimplantable biologicals, 
therapeutic radiopharmaceutical agents, 
and brachytherapy sources, as well as 
other information used to set payment 
rates, such as a unit-to-day ratio for 
drugs. 

Prior to CY 2013, our payment policy 
for nonpass-through separately paid 
drugs and biologicals was based on a 
redistribution methodology that 
accounted for pharmacy overhead by 
allocating cost from packaged drugs to 
separately paid drugs. This 
methodology typically would have 
required us to reduce the cost associated 
with packaged coded and uncoded 
drugs in order to allocate that cost. 
However, for CY 2013, we paid for 
separately payable drugs and biologicals 
under the OPPS at ASP+6 percent, 
based upon the statutory default 


described in section 
1833(t)(14)(A) (iii) 0D of the Act. Under 
that policy, we did not redistribute the 
pharmacy overhead costs from packaged 
drugs to separately paid drugs. For the 
CY 2014 OPPS, we continued the CY 
2013 payment policy for separately 
payable drugs and biologicals, and we 
are continuing this payment policy for 
CY 2015. We refer readers to section 
V.B.3. of this final rule with comment 
period for a complete discussion of our 
CY 2015 final payment policy for 
separately paid drugs and biologicals. 

We then removed line-items that were 
not paid during claim processing, 
presumably for a line-item rejection or 
denial. The number of edits for valid 
OPPS payment in the Integrated 
Outpatient Code Editor (I/OCE) and 
elsewhere has grown significantly in the 
past few years, especially with the 
implementation of the full spectrum of 
National Correct Coding Initiative 
(NCCI) edits. To ensure that we are 
using valid claims that represent the 
cost of payable services to set payment 
rates, we removed line-items with an 
OPPS status indicator that were not paid 
during claims processing in the claim 
year, but have a status indicator of “S,” 
“T,” and “V” in the prospective year’s 
payment system. This logic preserves 
charges for services that would not have 
been paid in the claim year but for 
which some estimate of cost is needed 
for the prospective year, such as 
services newly removed from the 
inpatient list for CY 2014 that were 
assigned status indicator ‘‘C”’ in the 
claim year. It also preserves charges for 
packaged services so that the costs can 
be included in the cost of the services 
with which they are reported, even if 
the CPT codes for the packaged services 
were not paid because the service is part 
of another service that was reported on 
the same claim or the code otherwise 
violates claims processing edits. 

For CY 2015, as we proposed, we are 
continuing the policy we implemented 
for CY 2013 and CY 2014 to exclude 
line-item data for pass-through drugs 
and biologicals (status indicator “‘G”’ for 
CY 2013) and nonpass-through drugs 
and biologicals (status indicator ‘‘K”’ for 
CY 2013) where the charges reported on 
the claim for the line were either denied 
or rejected during claims processing. 
Removing lines that were eligible for 
payment but were not paid ensures that 
we are using appropriate data. The trim 
avoids using cost data on lines that we 
believe were defective or invalid 
because those rejected or denied lines 
did not meet the Medicare requirements 
for payment. For example, edits may 
reject a line for a separately paid drug 
because the number of units billed 
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exceeded the number of units that 
would be reasonable and, therefore, is 
likely a billing error (for example, a line 
reporting 55 units of a drug for which 

5 units is known to be a fatal dose). As 
with our trimming in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 74849) of line-items with 
a status indicator of “S,” “T,” “V,” or 
“X,” we believe that unpaid line-items 
represent services that are invalidly 
reported and, therefore, should not be 
used for ratesetting. We believe that 
removing lines with valid status 
indicators that were edited and not paid 
during claims processing increases the 
accuracy of the data used for ratesetting 
purposes. 

For the CY 2015 OPPS, as part of our 
continued packaging of clinical 
diagnostic laboratory tests, we also are 
applying the line item trim to these 
services if they did not receive payment 
in the claims year. Removing these lines 
ensures that, in establishing the CY 
2015 OPPS relative payment weights, 
we appropriately allocate the costs 
associated with packaging these 
services. 


b. Splitting Claims and Creation of 
“Pseudo” Single Procedure Claims 
(1) Splitting Claims 

For the CY 2015 OPPS, we then split 
the remaining claims into five groups: 
single majors; multiple majors; single 
minors; multiple minors; and other 
claims. (Specific definitions of these 
groups are presented below.) We note 
that, under the proposed CY 2015 OPPS 
packaging policy (79 FR 40933), we 
proposed to delete status indicator ‘X”’ 
and revise the title and description of 
status indicator ‘‘Q1” to reflect that 
deletion, as discussed in sections II.A.3. 
and XI. of this final rule with comment 
period. We note that we also proposed 
to create status indicator “‘J1’’ to reflect 
the comprehensive APCs (C—APCs) 
discussed in section II.A.2.e. of this 
final rule with comment period. For CY 
2015, we proposed to define major 
procedures as any HCPCS code having 
a status indicator of ‘J1,”’ “‘S,” “T,” or 
“V,” define minor procedures as any 
code having a status indicator of ‘“‘F,”’ 
i  _ = he he 
and classify ‘other’ procedures as any 
code having a status indicator other 
than one that we have classified as 
major or minor. For CY 2015, we 
proposed to continue to assign status 
indicator ‘“‘R” to blood and blood 
products; status indicator “U”’ to 
brachytherapy sources; status indicator 
“Q1” to all “STV-packaged codes;” 
status indicator “‘Q2” to all ‘““T-packaged 
codes;” and status indicator ‘‘Q3”’ to all 





codes that may be paid through a 
composite APC based on composite- 
specific criteria or paid separately 
through single code APCs when the 
criteria are not met. 

As discussed in the CY 2009 OPPS/ 
ASC final rule with comment period (73 
FR 68709), we established status 
indicators “‘Q1,”’ “Q2,” and “Q3” to 
facilitate identification of the different 
categories of codes. As we proposed, we 
are treating these codes in the same 
manner for data purposes for CY 2015 
as we have treated them since CY 2008. 
Specifically, we are continuing to 
evaluate whether the criteria for 
separate payment of codes with status 
indicator ‘‘Q1”’ or ‘‘Q2” are met in 
determining whether they are treated as 
major or minor codes. Codes with status 
indicator ‘‘Q1”’ or ‘‘Q2” are carried 
through the data either with status 
indicator ‘‘N”’ as packaged or, if they 
meet the criteria for separate payment, 
they are given the status indicator of the 
APC to which they are assigned and are 
considered as ‘‘pseudo”’ single 
procedure claims for major codes. Codes 
assigned status indicator “Q3” are paid 
under individual APCs unless they 
occur in the combinations that qualify 
for payment as composite APCs and, 
therefore, they carry the status indicator 
of the individual APC to which they are 
assigned through the data process and 
are treated as major codes during both 
the split and “pseudo” single creation 
process. The calculation of the 
geometric mean costs for composite 
APCs from multiple procedure major 
claims is discussed in section II.A.2.f. of 
this final rule with comment period. 

Specifically, we divided the 
remaining claims into the following five 
groups: 

1. Single Procedure Major Claims: 
Claims with a single separately payable 
procedure (that is, status indicator ‘‘S,”’ 
“T,” or “V” which includes codes with 
status indicator ‘“Q3”’); claims with 
status indicator ‘‘J1,’’ which receive 
special processing for C-APCs, as 
discussed in section II.A.2.e. of this 
final rule with comment period; claims 
with one unit of a status indicator ‘‘Q1” 
code (“STV-packaged’’) where there was 
no code with status indicator “S,” “T,” 
or “V” on the same claim on the same 
date; or claims with one unit of a status 
indicator ‘‘Q2”’ code (‘“T-packaged”’) 
where there was no code with a status 
indicator ‘“‘T”’ on the same claim on the 
same date. 

2. Multiple Procedure Major Claims: 
Claims with more than one separately 
payable procedure (that is, status 
indicator ‘‘S,” “T,” or “V” which 
includes codes with status indicator 
“Q3”’), or multiple units of one payable 


procedure. These claims include those 
codes with a status indicator “Q2” code 
(‘“T-packaged’’) where there was no 
procedure with a status indicator ‘“T” 
on the same claim on the same date of 
service but where there was another 
separately paid procedure on the same 
claim with the same date of service (that 
is, another code with status indicator 
“S” or “V’’). We also include in this set 
claims that contained one unit of one 
code when the bilateral modifier was 
appended to the code and the code was 
conditionally or independently 
bilateral. In these cases, the claims 
represented more than one unit of the 
service described by the code, 
notwithstanding that only one unit was 
billed. 

3. Single Procedure Minor Claims: 
Claims with a single HCPCS code that 
was assigned status indicator “F,”’ “G,” 
si oo Oe Oe oe 
not status indicator “Q1” (“STV- 
packaged”’) or status indicator “Q2” (‘‘T- 
packaged’’) code. 

4. Multiple Procedure Minor Claims: 
Claims with multiple HCPCS codes that 
are assigned status indicator “F,” “G,” 
“FH SK Es “KK WU ae Ne claims 
that contain more than one code with 
status indicator “‘Q1” (“STV-packaged”’) 
or more than one unit of a code with 
status indicator ‘“‘Q1” but no codes with 
status indicator ‘‘S,” “‘T,” or “V”’ on the 
same date of service; or claims that 
contain more than one code with status 
indicator ‘“Q2” (T-packaged), or ““Q2” 
and ‘‘Q1,” or more than one unit of a 
code with status indicator “Q2” but no 
code with status indicator ““T”’ on the 
same date of service. 

5. Non-OPPS Claims: Claims that 
contain no services payable under the 
OPPS (that is, all status indicators other 
than those listed for major or minor 
status). These claims were excluded 
from the files used for the OPPS. Non- 
OPPS claims have codes paid under 
other fee schedules, for example, 
durable medical equipment, and do not 
contain a code for a separately payable 
or packaged OPPS service. Non-OPPS 
claims include claims for therapy 
services paid sometimes under the 
OPPS but billed, in these non-OPPS 
cases, with revenue codes indicating 
that the therapy services would be paid 
under the Medicare Physician Fee 
Schedule (MPFS). 

The claims listed in numbers 1, 2, 3, 
and 4 above are included in the data file 
that can be purchased as described 
above. Claims that contain codes to 
which we have assigned status 
indicators “Q1” (‘‘STV-packaged”’) and 
“Q2” (““T-packaged’’) appear in the data 
for the single major file, the multiple 
major file, and the multiple minor file 
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used for ratesetting. Claims that contain 
codes to which we have assigned status 
indicator “Q3” (composite APC 
members) appear in both the data of the 
single and multiple major files used in 
this final rule with comment period, 
depending on the specific composite 
calculation. 


(2) Creation of ‘‘Pseudo”’ Single 
Procedure Claims 


To develop “pseudo” single 
procedure claims for this final rule with 
comment period, we examined both the 
multiple procedure major claims and 
the multiple procedure minor claims. 
We first examined the multiple major 
procedure claims for dates of service to 
determine if we could break them into 
‘“‘pseudo”’ single procedure claims using 
the dates of service for all lines on the 
claim. If we could create claims with 
single major procedures by using dates 
of service, we created a single procedure 
claim record for each separately payable 
procedure on a different date of service 
(that is, a “pseudo” single procedure 
claim). 

As proposed, we also use the bypass 
codes listed in Addendum N to this 
final rule with comment period (which 
is available via the Internet on our Web 
site) and discussed in section II.A.1.b. of 
this final rule with comment period to 
remove separately payable procedures 
which we determined contained limited 
or no packaged costs or that were 
otherwise suitable for inclusion on the 
bypass list from a multiple procedure 
bill. As discussed above, we ignore the 
“overlap bypass codes,” that is, those 
HCPCS codes that are both on the 
bypass list and are members of the 
multiple imaging composite APCs, in 
this initial assessment for “pseudo”’ 
single procedure claims. The final CY 
2015 “‘overlap bypass codes’”’ are listed 
in Addendum N to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site). 
When one of the two separately payable 
procedures on a multiple procedure 
claim was on the bypass list, we split 
the claim into two “pseudo” single 
procedure claim records. The single 
procedure claim record that contained 
the bypass code did not retain packaged 
services. The single procedure claim 
record that contained the other 
separately payable procedure (but no 
bypass code) retained the packaged 
revenue code charges and the packaged 
HCPCS code charges. We also removed 
lines that contained multiple units of 
codes on the bypass list and treated 
them as “pseudo” single procedure 
claims by dividing the cost for the 
multiple units by the number of units 
on the line. If one unit of a single, 





separately payable procedure code 
remained on the claim after removal of 
the multiple units of the bypass code, 
we created a ‘‘pseudo”’ single procedure 
claim from that residual claim record, 
which retained the costs of packaged 
revenue codes and packaged HCPCS 
codes. This enabled us to use claims 
that would otherwise be multiple 


procedure claims and could not be used. 


We then assessed the claims to 
determine if the criteria for the multiple 
imaging composite APCs, discussed in 
section II.A.2.f.(5) of this final rule with 
comment period, were met. If the 
criteria for the imaging composite APCs 
were met, we created a “‘single session”’ 
claim for the applicable imaging 
composite service and determined 
whether we could use the claim in 
ratesetting. For HCPCS codes that are 
both conditionally packaged and are 
members of a multiple imaging 
composite APC, we first assessed 
whether the code would be packaged 
and, if so, the code ceased to be 
available for further assessment as part 
of the composite APC. Because the 
packaged code would not be a 
separately payable procedure, we 
considered it to be unavailable for use 
in setting the composite APC costs on 
which the CY 2015 OPPS relative 
payment weights are based. Having 
identified “single session” claims for 
the imaging composite APCs, we 
reassessed the claim to determine if, 
after removal of all lines for bypass 
codes, including the “overlap bypass 
codes,” a single unit of a single 
separately payable code remained on 
the claim. If so, we attributed the 
packaged costs on the claim to the 
single unit of the single remaining 
separately payable code other than the 
bypass code to create a “‘pseudo”’ single 
procedure claim. We also identified 
line-items of overlap bypass codes as a 
“pseudo” single procedure claim. This 
allowed us to use more claims data for 
ratesetting purposes. 

As we proposed, we also examined 
the multiple procedure minor claims to 
determine whether we could create 
“pseudo” single procedure claims. 
Specifically, where the claim contained 
multiple codes with status indicator 
“Q1” (“STV-packaged”’) on the same 
date of service or contained multiple 
units of a single code with status 
indicator ‘‘Q1,” we selected the status 
indicator ‘‘Q1’’ HCPCS code that had 
the highest CY 2014 relative payment 
weight, and set the units to one on that 
HCPCS code to reflect our policy of 
paying only one unit of a code with a 
status indicator of ‘‘Q1.”’ We then 
packaged all costs for the following into 
a single cost for the “‘Q1”” HCPCS code 


that had the highest CY 2014 relative 
payment weight to create a “pseudo”’ 
single procedure claim for that code: 
additional units of the status indicator 
“Q1” HCPCS code with the highest CY 
2014 relative payment weight; other 
codes with status indicator ‘‘Q1;” and 
all other packaged HCPCS codes and 
packaged revenue code costs. We 
changed the status indicator for the 
selected code from the data status 
indicator of “‘N”’ to the status indicator 
of the APC to which the selected 
procedure was assigned for further data 
processing and considered this claim as 
a major procedure claim. We used this 
claim in the calculation of the APC 
geometric mean cost for the status 
indicator “Q1” HCPCS code. 

Similarly, if a multiple procedure 
minor claim contained multiple codes 
with status indicator “Q2”’ (‘‘T- 
packaged”’) or multiple units of a single 
code with status indicator ‘‘Q2,’’ we 
selected the status indicator ‘‘Q2”’ 
HCPCS code that had the highest CY 
2014 relative payment weight and set 
the units to one on that HCPCS code to 
reflect our policy of paying only one 
unit of a code with a status indicator of 
“Q2.”’ We then packaged all costs for the 
following into a single cost for the ““Q2” 
HCPCS code that had the highest CY 
2014 relative payment weight to create 
a ‘‘pseudo”’ single procedure claim for 
that code: additional units of the status 
indicator ‘“Q2” HCPCS code with the 
highest CY 2014 relative payment 
weight; other codes with status 
indicator ‘““Q2”; and other packaged 
HCPCS codes and packaged revenue 
code costs. We changed the status 
indicator for the selected code from a 
data status indicator of “‘N”’ to the status 
indicator of the APC to which the 
selected code was assigned, and we 
considered this claim as a major 
procedure claim. 

If a multiple procedure minor claim 
contained multiple codes with status 
indicator “Q2” (‘T-packaged’’) and 
status indicator ‘‘Q1” (“STV- 
packaged”’), we selected the T-packaged 
status indicator ‘“‘Q2’’ HCPCS code that 
had the highest relative payment weight 
for CY 2014 and set the units to one on 
that HCPCS code to reflect our policy of 
paying only one unit of a code with a 
status indicator of “Q2.” We then 
packaged all costs for the following into 
a single cost for the selected (“T- 
packaged”) HCPCS code to create a 
“pseudo” single procedure claim for 
that code: additional units of the status 
indicator “Q2” HCPCS code with the 
highest CY 2014 relative payment 
weight; other codes with status 
indicator “Q2;” codes with status 
indicator “Q1” (“STV-packaged’’); and 
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other packaged HCPCS codes and 
packaged revenue code costs. We 
selected status indicator “Q2”” HCPCS 
codes instead of ‘‘Q1’’ HCPCS codes 
because “‘Q2’’ HCPCS codes have higher 
CY 2014 relative payment weights. If a 
status indicator ‘“‘Q1** HCPCS code had 
a higher CY 2014 relative payment 
weight, it became the primary code for 
the simulated single bill process. We 
changed the status indicator for the 
selected status indicator “Q2” (“T- 
packaged”’) code from a data status 
indicator of ‘‘N”’ to the status indicator 
of the APC to which the selected code 
was assigned and we considered this 
claim as a major procedure claim. 

We then applied our process for 
creating ‘‘pseudo”’ single procedure 
claims to the conditionally packaged 
codes that do not meet the criteria for 
packaging, which enabled us to create 
single procedure claims from them, if 
they met the criteria for single 
procedure claims. Conditionally 
packaged codes are identified using 
status indicators ‘“Q1” and “Q2,” and 
are described in section XI.A. of this 
final rule with comment period. 

Lastly, we excluded those claims that 
we were not able to convert to single 
procedure claims even after applying all 
of the techniques for creation of 
‘“‘pseudo”’ single procedure claims to 
multiple procedure major claims and to 
multiple procedure minor claims. As 
has been our practice in recent years, we 
also excluded claims that contained 
codes that were viewed as 
independently or conditionally bilateral 
and that contained the bilateral modifier 
(Modifier 50 (Bilateral procedure)) 
because the line-item cost for the code 
represented the cost of two units of the 
procedure, notwithstanding that 
hospitals billed the code with a unit of 
one. 

We proposed to continue to apply the 
methodology described above for the 
purpose of creating ‘“‘pseudo”’ single 
procedure claims for the CY 2015 OPPS. 

We did not receive any public 
comments on this proposal. Therefore, 
we are finalizing our proposal to 
continue to apply the methodology 
described above for the purpose of 
creating ‘‘pseudo”’ single procedure 
claims for the CY 2015 OPPS. 


c. Completion of Claim Records and 
Geometric Mean Cost Calculations 


(1) General Process 


We then packaged the costs of 
packaged HCPCS codes (codes with 
status indicator ‘‘N”’ listed in 
Addendum B to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site) and 


the costs of those lines for codes with 
status indicator “Q1” or ‘“‘Q2”’ when 
they are not separately paid), and the 
costs of the services reported under 
packaged revenue codes in Table 4 
below that appeared on the claim 
without a HCPCS code into the cost of 
the single major procedure remaining on 
the claim. For a more complete 
discussion of our final CY 2015 OPPS 
packaging policy, we refer readers to 
section II.A.3. of this final rule with 
comment period. 

As noted in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66606), for the CY 2008 OPPS, we 
adopted an APC Panel recommendation 
that CMS should review the final list of 
packaged revenue codes for consistency 
with OPPS policy and ensure that future 
versions of the I/OCE edit accordingly. 
As we have in the past, and as we 
proposed, we are continuing to compare 
the final list of packaged revenue codes 
that we adopt for CY 2015 to the 
revenue codes that the I/OCE will 
package for CY 2015 to ensure 
consistency. 

In the CY 2009 OPPS/ASC final rule 
with comment period (73 FR 68531), we 
replaced the NUBC standard 
abbreviations for the revenue codes 
listed in Table 2 of the CY 2009 OPPS/ 
ASC proposed rule with the most 
current NUBC descriptions of the 
revenue code categories and 
subcategories to better articulate the 
meanings of the revenue codes without 
changing the list of revenue codes. In 
the CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60362 through 
60363), we finalized changes to the 
packaged revenue code list based on our 
examination of the updated NUBC 
codes and public comment on the CY 
2010 proposed list of packaged revenue 
codes. 

For CY 2015, as we did for CY 2014, 
we reviewed the changes to revenue 
codes that were effective during CY 
2013 for purposes of determining the 
charges reported with revenue codes but 
without HCPCS codes that we proposed 
to package for CY 2015. We believe that 
the charges reported under the revenue 
codes listed in Table 4 of the proposed 
rule continue to reflect ancillary and 
supportive services for which hospitals 
report charges without HCPCS codes. 
Therefore, for CY 2015, we proposed to 
continue to package the costs that we 
derive from the charges reported 
without HCPCS codes under the 
revenue codes displayed in Table 4 of 
the proposed rule for purposes of 
calculating the geometric mean costs on 
which the final CY 2015 OPPS/ASC 
payment rates are based. 





Comment: One commenter 
recommended that CMS include, in the 
list of packaged revenue codes, revenue 
codes 0331 (Radiology—Therapeutic 
and/or Chemotherapy Administration; 
Chemotherapy Admin—Injected), 0332 
(Radiology—Therapeutic and/or 
Chemotherapy Administration; 
Chemotherapy Admin—Oral), 0335 
(Radiology—Therapeutic and/or 
Chemotherapy Administration; 
Chemotherapy Admin—IV), 0360 
(Operating Room Services; General 
Classification), 0361 (Operating Room 
Services; Minor Surgery), 0362 
(Operating Room Services; Organ 
Transplant—Other than Kidney), 0369 
(Operating Room Services; Other OR 
Services), 0410 (Respiratory Services; 
General Classification), 0412 
(Respiratory Services; Inhalation 
Services), 0413 (Respiratory Services; 
Hyperbaric Oxygen Therapy), 0419 
(Respiratory Services; Other Respiratory 
Services), 0722 (Labor Room/Delivery; 
Delivery Room), 0724 (Labor Room/ 
Delivery; Birthing Center), 0729 (Labor 
Room/Delivery; Other Labor Room/ 
Delivery), 0760 (Specialty Services; 
General Classification), 0761 (Specialty 
Services; Treatment Room), 0762 
(Specialty Services; Observation), 0769 
(Specialty Services; Other Specialty 
Services), 0770 (Preventive Care 
Services; General Classification). The 
commenter stated that charge data on 
claim lines with these revenue codes is 
currently included in OPPS modeling, 
and including them when they appear 
without a HCPCS would more 
accurately capture the costs from these 
lines. 

Response: On the OPPS revenue code- 
to-cost center modeling crosswalk that 
we make available online, we indicate 
which revenue codes we believe are 
appropriately used for OPPS ratesetting 
purposes. As the commenter noted, 
coded lines billed using these specific 
revenue codes are already currently 
included for ratesetting purposes. While 
we note that including the packaged 
costs associated with uncoded lines 
billed with these revenue codes has a 
minimal impact on the relative payment 
weights, we believe that including them 
when establishing the OPPS relative 
payment weights would better estimate 
the full range of costs for services to 
which these lines are packaged. 
Including the uncoded lines and 
capturing the costs billed using these 
revenue codes would generally be 
appropriate in establishing the OPPS 
relative payment weights and our 
ratesetting methodology. Therefore, we 
have updated Table 4 which appeared 
in the proposed rule (79 FR 40935 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 66791 








through 40936) (also Table 4 in this We will also ensure that this list finalizing the proposed packaged 
final rule with comment period) to corresponds with that used for I/OCE revenue codes for CY 2015, which are 
reflect the addition of these packaged purposes. identified in Table 4 below, with 
revenue codes and incorporated these After consideration of the public modification to include the revenue 
changes into our cost modeling logic. comments we received, we are codes described earlier in this section. 


TABLE 4—CY 2015 PACKAGED REVENUE CODES 





Revenue code 





Description 


Pharmacy; General Classification. 

Pharmacy; Generic Drugs. 

Pharmacy; Non-Generic Drugs. 

Pharmacy; Drugs Incident to Other Diagnostic Services. 

Pharmacy; Drugs Incident to Radiology. 

Pharmacy; Non-Prescription. 

Pharmacy; IV Solutions. 

Pharmacy; Other Pharmacy. 

IV Therapy; General Classification. 

IV Therapy; Infusion Pump. 

IV Therapy; IV Therapy/Pharmacy Svcs. 

IV Therapy; IV Therapy/Drug/Supply Delivery. 

IV Therapy; IV Therapy/Supplies. 

IV Therapy; Other IV Therapy. 

Medical/Surgical Supplies and Devices; General Classification. 

Medical/Surgical Supplies and Devices; Non-sterile Supply. 

Medical/Surgical Supplies and Devices; Sterile Supply. 

Medical/Surgical Supplies and Devices; Pacemaker. 

Medical/Surgical Supplies and Devices; Intraocular Lens. 

Medical/Surgical Supplies and Devices; Other Implants. 

Medical/Surgical Supplies and Devices; Other Supplies/Devices. 

Oncology; General Classification. 

Oncology; Other Oncology. 

Radiology—Therapeutic and/or Chemotherapy Administration; Chemotherapy Admin—Injected. 
Radiology—Therapeutic and/or Chemotherapy Administration; Chemotherapy Admin—Oral. 
Radiology—Therapeutic and/or Chemotherapy Administration; Chemotherapy Admin—lV. 
Nuclear Medicine; Diagnostic Radiopharmaceuticals. 

Nuclear Medicine; Therapeutic Radiopharmaceuticals. 

Operating Room Services; General Classification. 

Operating Room Services; Minor Surgery. 

Operating Room Services; Organ Transplant—Other than Kidney. 

Operating Room Services; Other OR Services. 

Anesthesia; General Classification. 

Anesthesia; Anesthesia Incident to Radiology. 

Anesthesia; Anesthesia Incident to Other DX Services. 

Anesthesia; Other Anesthesia. 

Administration, Processing and Storage for Blood and Blood Components; General Classification. 
Administration, Processing and Storage for Blood and Blood Components; Processing and Storage. 
Administration, Processing and Storage for Blood and Blood Components; Other Blood Handling. 
Respiratory Services; General Classification. 

Respiratory Services; Inhalation Services. 

Respiratory Services; Hyperbaric Oxygen Therapy. 

Respiratory Services; Other Respiratory Services. 

Medical Surgical Supplies—Extension of 027X; Supplies Incident to Radiology. 

Medical Surgical Supplies—Extension of 027X; Supplies Incident to Other DX Services. 
Medical Supplies—Extension of 027X, Surgical Dressings. 

Medical Surgical Supplies—Extension of 027X; FDA Investigational Devices. 
Pharmacy—Extension of 025X; Reserved. 

Pharmacy—Extension of 025X; Single Source Drug. 

Pharmacy—Extension of 025X; Multiple Source Drug. 

Pharmacy—Extension of 025X; Restrictive Prescription. 

Trauma Response; Level | Trauma. 

Trauma Response; Level || Trauma. 

Trauma Response; Level Ill Trauma. 

Trauma Response; Level IV Trauma. 

Trauma Response; Other. 

Cast Room; General Classification. 

Recovery Room; General Classification. 

Labor Room/Delivery; General Classification. 

Labor Room/Delivery; Labor. 

Labor Room/Delivery; Delivery Room. 

Labor Room/Delivery; Birthing Center. 

Labor Room/Delivery; Other Labor Room/Delivery. 

EKG/ECG (Electrocardiogram); Telemetry. 

Specialty Services; General Classification. 

Specialty Services; Treatment Room. 
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TABLE 4—CY 2015 PACKAGED REVENUE CODES—Continued 


Revenue code 


Description 
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In accordance with our longstanding 
policy, we proposed to continue to 
exclude: (1) Claims that had zero costs 
after summing all costs on the claim; 
and (2) claims containing packaging flag 
number 3. Effective for services 
furnished after July 1, 2014, the I/OCE 
assigned packaging flag number 3 to 
claims on which hospitals submitted 
token charges less than $1.01 fora 
service with status indicator “S”’ or ‘‘T”’ 
(a major separately payable service 
under the OPPS) for which the Medicare 
Administrative Contractor (MAC) was 
required to allocate the sum of charges 
for services with a status indicator 
equaling ‘‘S”’ or “‘T”’ based on the 
relative payment weight of the APC to 
which each code was assigned. We do 
not believe that these charges, which 
were token charges as submitted by the 
hospital, are valid reflections of hospital 
resources. Therefore, we deleted these 
claims. We also deleted claims for 
which the charges equaled the revenue 
center payment (that is, the Medicare 
payment) on the assumption that, where 
the charge equaled the payment, to 
apply a CCR to the charge would not 
yield a valid estimate of relative 
provider cost. We proposed to continue 
these processes for the CY 2015 OPPS. 

For the remaining claims, we 
proposed to then standardize 60 percent 
of the costs of the claim (which we have 
previously determined to be the labor- 
related portion) for geographic 
differences in labor input costs. We 
made this adjustment by determining 
the wage index that applied to the 
hospital that furnished the service and 
dividing the cost for the separately paid 
HCPCS code furnished by the hospital 
by that wage index. The claims 
accounting that we provide for the 
proposed rule and final rule with 
comment period contains the formula 


Specialty services; Observation Hours. 

Specialty Services; Other Specialty Services. 

Preventive Care Services; General Classification. 

Inpatient Renal Dialysis; Inpatient Hemodialysis. 

Inpatient Renal Dialysis; Inpatient Peritoneal Dialysis (Non-CAPD). 
Inpatient Renal Dialysis; Inpatient Continuous Ambulatory Peritoneal Dialysis (CAPD). 
Inpatient Renal Dialysis; Inpatient Continuous Cycling Peritoneal Dialysis (CCPD). 
Inpatient Renal Dialysis; Other Inpatient Dialysis. 
Acquisition of Body Components; General Classification. 
Acquisition of Body Components; Other Donor. 
Hemodialysis-Outpatient or Home; Hemodialysis Composite or Other Rate. 
Hemodialysis-Outpatient or Home; Maintenance—100%. 
Hemodialysis-Outpatient or Home; Support Services. 
Hemodialysis-Outpatient or Home; Other OP Hemodialysis. 
Other Therapeutic Services (also see 095X, an extension of 094x); Education/Training. 

Other Therapeutic Services (also see 095X, an extension of 094X), Cardiac Rehabilitation. 
Other Therapeutic Services (also see 095X, an extension of 094X), Pulmonary Rehabilitation. 


we use to standardize the total cost for 
the effects of the wage index. As has 
been our policy since the inception of 
the OPPS, we proposed to use the pre- 
reclassified wage indices for 
standardization because we believe that 
they better reflect the true costs of items 
and services in the area in which the 
hospital is located than the post- 
reclassification wage indices and, 
therefore, would result in the most 
accurate unadjusted geometric mean 
costs. We proposed to use these pre- 
reclassified wage indices for 
standardization using the new OMB 
labor market area delineations described 
in section II.C. of this final rule with 
comment period. 

In accordance with our longstanding 
practice, we also proposed to exclude 
single and ‘‘pseudo”’ single procedure 
claims for which the total cost on the 
claim was outside 3 standard deviations 
from the geometric mean of units for 
each HCPCS code on the bypass list 
(because, as discussed above, we used 
claims that contain multiple units of the 
bypass codes), 

After removing claims for hospitals 
with error CCRs, claims without HCPCS 
codes, claims for immunizations not 
covered under the OPPS, and claims for 
services not paid under the OPPS, 
approximately 118 million claims were 
left. Using these approximately 118 
million claims, we created 
approximately 100 million single and 
“pseudo” single procedure claims, of 
which we used approximately 51 
million single bills (after trimming out 
approximately 1 million claims as 
discussed in section II.A.1.a. of this 
final rule with comment period) in the 
CY 2015 geometric mean cost 
development and ratesetting. 

As discussed above, the OPPS has 
historically developed the relative 


weights on which APC payments are 
based using APC median costs. For the 
CY 2013 OPPS and the CY 2014 OPPS, 
we calculated the APC relative payment 
weights using geometric mean costs, 
and we are continuing this practice for 
CY 2015. Therefore, the following 
discussion of the 2 times rule violation 
and the development of the relative 
payment weight refers to geometric 
means. For more detail about the CY 
2015 OPPS/ASC policy to calculate 
relative payment weights based on 
geometric means, we refer readers to 
section IIL.A.2.f. of this final rule with 
comment period. 

We proposed to use these claims to 
calculate the CY 2015 geometric mean 
costs for each separately payable HCPCS 
code and each APC. The comparison of 
HCPCS code-specific and APC 
geometric mean costs determines the 
applicability of the 2 times rule. Section 
1833(t)(2) of the Act provides that, 
subject to certain exceptions, the items 
and services within an APC group shall 
not be treated as comparable with 
respect to the use of resources if the 
highest median cost (or mean cost, if 
elected by the Secretary) for an item or 
service within the group is more than 2 
times greater than the lowest median 
cost (or mean cost, if so elected) for an 
item or service within the same group 
(the 2 times rule). While we have 
historically applied the 2 times rule 
based on median costs, in the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68270), as part of the CY 
2013 policy to develop the OPPS 
relative payment weights based on 
geometric mean costs, we also applied 
the 2 times rule based on geometric 
mean costs. For the CY 2015 OPPS, we 
are continuing to develop the APC 
relative payment weights based on 
geometric mean costs. 
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We note that, for purposes of 
identifying significant HCPCS codes for 
examination in the 2 times rule, we 
consider codes that have more than 
1,000 single major claims or codes that 
have both greater than 99 single major 
claims and contribute at least 2 percent 
of the single major claims used to 
establish the APC geometric mean cost 
to be significant. This longstanding 
definition of when a HCPCS code is 
significant for purposes of the 2 times 
rule was selected because we believe 
that a subset of 1,000 claims is 
negligible within the set of 
approximately 100 million single 
procedure or single session claims we 
use for establishing geometric mean 
costs. Similarly, a HCPCS code for 
which there are fewer than 99 single 
bills and which comprises less than 2 
percent of the single major claims 
within an APC will have a negligible 
impact on the APC geometric mean. We 
note that this method of identifying 
significant HCPCS codes within an APC 
for purposes of the 2 times rule was 
used in prior years under the median- 
based cost methodology. Under our CY 
2015 policy to continue to base the 
relative payment weights on geometric 
mean costs, we believe that this same 
consideration for identifying significant 
HCPCS codes should apply because the 
principles are consistent with their use 
in the median-based cost methodology. 
Unlisted codes are not used in 
establishing the percent of claims 
contributing to the APC, nor are their 
costs used in the calculation of the APC 
geometric mean. Finally, we reviewed 
the geometric mean costs for the 
services for which we pay separately 
under this final rule with comment 
period, and we reassigned HCPCS codes 
to different APCs where it was 
necessary to ensure clinical and 
resource homogeneity within the APCs. 
The APC geometric means were 
recalculated after we reassigned the 
affected HCPCS codes. Both the HCPCS 
code-specific geometric means and the 
APC geometric means were weighted to 
account for the inclusion of multiple 
units of the bypass codes in the creation 
of ‘‘pseudo” single procedure claims. 

We did not receive any public 
comments on our proposed CY 2015 
methodology for calculating the 
geometric mean costs upon which the 
CY 2015 OPPS payment rates are based, 
and therefore are finalizing our 
methodology as proposed. 

As we discuss in sections II.A.2.d., 
I].A.2.f., and VIII.B. of this final rule 
with comment period, in some cases, 
APC geometric mean costs are 
calculated using variations of the 
process outlined above. Specifically, 


section II.A.2.d. of this final rule with 
comment period addresses the 
calculation of single APC criteria-based 
geometric mean costs. Section II.A.2.f. 
of this final rule with comment period 
discusses the calculation of composite 
APC criteria-based geometric mean 
costs. Section VIILB. of this final rule 
with comment period addresses the 
methodology for calculating the 
geometric mean costs for partial 
hospitalization services. 


(2) Recommendations of the Panel 
Regarding Data Development 


At the August 2014 meeting of the 
Panel, we discussed changes in APC 
geometric mean cost between the CY 
2015 Proposed OPPS and the CY 2014 
Final OPPS, the CY 2015 proposed 
comprehensive APC policy, and a study 
examining the packaged codes most 
commonly appearing with clinic visit 
codes. 

At the August 2014 Panel meeting, the 
Panel made a number of 
recommendations related to the data 
process. The Panel’s data-related 
recommendations and our responses 
follow. 

Recommendation: The Panel 
recommends that the work of the Data 
Subcommittee continue. 

CMS Response: We are accepting this 
recommendation. 

Recommendation: The Panel 
recommends that Jim Nelson serve as 
the Chair of the Data Subcommittee. 

CMS Response: We are accepting this 
recommendation. 

Recommendation: The Panel 
recommends that CMS provide the 
Panel with a list of APCs for which costs 
fluctuate by more than 20 percent 
relative to the APCs in the most recent 
prior rulemaking cycle. 

CMS Response: We are accepting this 
recommendation and will provide this 
information regarding fluctuating APC 
costs at the next HOP Panel meeting. 


d. Calculation of Single Procedure APC 
Criteria-Based Costs 


(1) Device-Dependent APCs 


Historically, device-dependent APCs 
are populated by HCPCS codes that 
usually, but not always, require that a 
device be implanted or used to perform 
the procedure. The standard 
methodology for calculating device- 
dependent APC costs utilizes claims 
data that generally reflect the full cost 
of the required device by using only the 
subset of single procedure claims that 
pass the procedure-to-device and 
device-to-procedure edits; do not 
contain token charges (less than $1.01) 
for devices; and, until January 1, 2014, 


did not contain the “FB” modifier 
signifying that the device was furnished 
without cost to the provider, or where 

a full credit was received; and do not 
contain the ‘““FC’’ modifier signifying 
that the hospital received partial credit 
for the device. For a full history of how 
we have calculated payment rates for 
device-dependent APCs in previous 
years and a detailed discussion of how 
we developed the standard device- 
dependent APC ratesetting 
methodology, we refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66739 through 
66742). Overviews of the procedure-to- 
device edits and device-to-procedure 
edits used in ratesetting for device- 
dependent APCs are available in the CY 
2005 OPPS final rule with comment 
period (69 FR 65761 through 65763) and 
the CY 2007 OPPS/ASC final rule with 
comment period (71 FR 68070 through 
68071). 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74857 
through 74859), we finalized a policy to 
define 29 device-dependent APCs as 
single complete services and to assign 
them to comprehensive APCs (C—APCs) 
that provide all-inclusive payments for 
those services, but we delayed 
implementation of this policy until CY 
2015 (78 FR 74862). This policy is a 
further step toward improving the 
prospective nature of our payments for 
these services where the cost of the 
device is relatively high compared to 
the other costs that contribute to the 
cost of the service. Table 5 of the CY 
2014 OPPS/ASC final rule with 
comment period provided a list of the 
39 APCs recognized as device- 
dependent APCs and identified the 29 
device-dependent APCs that would 
have been converted to C-APCs. In 
addition, in the CY 2014 OPPS/ASC 
final rule with comment period, we 
finalized a policy for the treatment of 
the remaining 10 device-dependent 
APCs that applied our standard APC 
ratesetting methodology to calculate the 
CY 2014 payment rates for these APCs, 
but implementation of the entire policy 
was delayed until CY 2015. 

In the CY 2014 OPPS/ASC proposed 
rule (78 FR 43556 through 43557) and 
in the CY 2015 OPPS/ASC proposed 
rule (79 FR 40937 through 40938), for 
CY 2015, we proposed to no longer 
implement procedure-to-device edits 
and device-to-procedure edits for any 
APC. Under this proposed policy, which 
was discussed but not finalized in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74857 through 
74858), hospitals are still expected to 
adhere to the guidelines of correct 
coding and append the correct device 
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code to the claim, when applicable. 
However, claims would no longer be 
returned to providers when specific 
procedure and device code pairings do 
not appear on a claim. As we stated in 
both the CY 2014 OPPS/ASC proposed 
rule (78 FR 43556 through 43557) and 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74857 through 
74858), we believe that this is 
appropriate because of hospitals’ 
multiyear experience in coding and 
reporting charges for medical device 
implantation procedures. We also 
believe that the C-APCs will reliably 
reflect the cost of the devices as the C- 
APCs will include all costs on the claim 
(except for the few categories of items 
and services that are excluded from the 
comprehensive APC policy). Therefore, 
we do not believe that the burden 
imposed upon hospitals to adhere to the 
procedure-to-device edits and device-to- 
procedure edits and the burden imposed 
upon the Medicare program to maintain 
those edits continue to be necessary. As 
with all other items and services 
recognized under the OPPS, we expect 
hospitals to code and report their costs 
appropriately, regardless of whether 
there are claims processing edits in 
place. 

The CY 2015 comprehensive APC 
policy that we proposed in the CY 2015 
OPPS/ASC proposed rule consolidates 
and restructures the 39 current device- 
dependent APCs into 26 (of the total 28) 
proposed C—APCs, which were listed in 
Table 5 of the proposed rule. The final 
CY 2015 comprehensive APC policy is 
discussed in section II.A.2.e. of this 
final rule with comment period. As a 
result of the final CY 2015 
comprehensive APC policy, only 3 of 
the current 39 device-dependent APCs 
will remain in the CY 2015 OPPS 
because all other device-dependent 
APCs are being converted to C-APCs. 
All of the remaining device-dependent 
APCs were either deleted due to the 
consolidation and restructuring of these 
APCs or they were converted to C— 
APCs. In conjunction with the 
conversion of almost all of the 39 
device-dependent APCs into C-APCs, 
and as discussed in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 74857 through 74858), in the CY 
2015 OPPS/ASC proposed rule, we 
proposed to no longer use procedure-to- 
device edits and device-to-procedure 
edits for any APC because we continue 
to believe that the elimination of device- 
to-procedure edits and procedure-to- 
device edits is appropriate considering 
the experience that hospitals now have 
in coding and reporting these claims 
fully and, for the more costly devices, 





the C-APCs will reliably reflect the cost 
of the device if it is included anywhere 
on the claim. 

While we believe that device-to- 
procedure edits and procedure-to-device 
edits are no longer necessary, we are 
sensitive to the concerns raised by 
stakeholders in the past about the costs 
of devices being reported and captured. 
In light of these concerns, in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40937 through 40938), we proposed to 
create claims processing edits that 
require any of the device codes used in 
the previous device-to-procedure edits 
for device-dependent APCs to be 
present on the claim whenever a 
procedure code assigned to any of the 
former device-dependent APCs (most of 
which are being converted to C-APCs) 
is reported on the claim to ensure that 
device costs are captured by hospitals. 
We stated that we expect that hospitals 
would use an appropriate device code 
consistent with correct coding in order 
to ensure that device costs are always 
reported on the claim, so that costs are 
appropriately captured in claims that 
CMS uses for ratesetting. 

Comment: The majority of 
commenters requested that CMS 
maintain device-to-procedure and 
procedure-to-device edits in order to 
ensure continued complete and accurate 
cost reporting by hospitals. One 
commenter recommended that CMS 
adopt its proposal to require any 
appropriate device code used in the 
previous device-to-procedure edits to be 
present on the claim, if CMS 
discontinues the current edits and 
educates hospitals on the continued 
need to report the actual device used in 
the procedure for accurate ratesetting. 
One commenter was cautiously 
optimistic that CMS’ proposal requiring 
any appropriate device code used in the 
previous device-to-procedure edits to be 
present on the claim for most 
comprehensive APCs could promote 
complete reporting in a potentially less 
prescriptive way for hospitals. Another 
commenter believed CMS’ proposed 
policy change would result in 
“ridiculous” combinations of device 
and procedure codes for some services 
and thus would result in invalid mean 
costs for the procedures. Other 
commenters recommended that CMS 
modify its proposed policy to 
incorporate edit logic that will allow 
exceptions for comprehensive APCs that 
do not require device codes to be 
reported with every assigned procedural 
code. One commenter recommended 
that the claims edits be implemented 
initially on a 1-year trial/interim basis. 
Other commenters suggested that CMS 


eliminate the device claims processing 
edits altogether. 

Response: We continue to believe that 
the elimination of device-to-procedure 
edits and procedure-to-device edits is 
appropriate due to the experience 
hospitals now have in coding and 
reporting these claims fully. More 
specifically, for the more costly devices, 
we believe the C-APCs will reliably 
reflect the cost of the device if charges 
for the device are included anywhere on 
the claim. We remind commenters that, 
under our proposed policy, hospitals 
would still be expected to adhere to the 
guidelines of correct coding and append 
the correct device code to the claim 
when applicable. We also remind 
commenters that, as with all other items 
and services recognized under the 
OPPS, we expect hospitals to code and 
report their costs appropriately, 
regardless of whether there are claims 
processing edits in place. We do not 
believe that our proposed policy will 
result in ridiculous combinations of 
device and procedure codes for some 
services, as this would require 
deliberate miscoding by hospitals, 
which we do not believe would result 
from this change to the device code 
reporting requirements. We continue to 
expect that hospitals would use an 
appropriate device code consistent with 
correct coding in order to ensure that 
device costs are always reported on the 
claim, so that costs are appropriately 
captured in claims that CMS uses for 
ratesetting. While we believe that 
device-to-procedure edits and 
procedure-to-device edits are no longer 
necessary at this time, we are sensitive 
to commenters’ concerns that all 
relevant costs for the APCs currently 
recognized as device-dependent APCs 
are appropriately included in the claims 
that CMS will use for ratesetting. In 
light of those concerns, we believe 
creating a claims processing edit 
requiring a device code to be present on 
the claim whenever a procedure code 
from the APCs currently recognized as 
a device-dependent APCs will help to 
ensure continued complete and accurate 
cost reporting by hospitals. Device edits 
will not apply to procedures assigned to 
C-APCs that either do not use 
implantable medical devices or 
procedures that do not have device-to- 
procedure or procedure-to-device edits 
assigned to them currently for CY 2014. 
This will ensure that the proposed 
device edit policy (requiring only that 
any device code be reported on a claim 
containing a procedure assigned to one 
of the formerly device-dependent APCs) 
will only apply to those procedures that 
currently have device-to-procedure or 
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procedure-to-device edits currently 
assigned to them. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to no longer 
implement specific procedure-to-device 
and device-to-procedure edits for any 
APC. We also are finalizing our proposal 
to create claims processing edits that 
require any of the device codes used in 
the previous device-to-procedure edits 
to be present on the claim whenever a 
procedure code assigned to any of the 
current device-dependent APCs (that 
remain after the consolidation and 
restructuring of these APCs) listed in 
Table 5 below is reported on the claim 
to ensure that device costs are captured 
by hospitals. CMS will monitor the 
claims data to ensure that hospitals 
continue reporting appropriate device 
codes on the claims for the formerly 
device-dependent APCs. We note that 
while we proposed to make all 26 of the 
APCs listed in Table 5 C-APCs for CY 
2015, in section II.A.2.e. of this final 
rule with comment period, we are not 
finalizing our proposal to recognize 
APCs 0427, 0622, and 0652 as C-APCs. 
While APCs 0427, 0622, and 0652 will 
not be recognized as comprehensive 
APCs for CY 2015, our finalized device 
edit policy will apply to these 3 APCs, 
as these 3 APCs are formerly device- 
dependent APCs. The term “device- 
dependent APC”’ will no longer be 
employed beginning in CY 2015. We 
will refer to APCs with a device offset 
of more than 40 percent as “‘device- 
intensive’ APCs. Device-intensive APCs 
will be subject to the no cost/full credit 
and partial credit device policy. For a 
discussion of device-intensive APCs and 
the no cost/full credit and partial credit 
device policy, we refer readers to 
section IV.B. of this final rule with 
comment period. For a discussion of 
ASC procedures designated as device 
intensive, we refer readers to section 
XII.C.1.c. of this final rule with 
comment period. 


TABLE 5—APCS THAT WILL REQUIRE 
A DEVICE CODE TO BE REPORTED 
ON A CLAIM WHEN A PROCEDURE 
ASSIGNED TO ONE OF THESE APCS 
IS REPORTED 





APC APC Title 
0039 ..... Level Ill Neurostimulator. 
0061 ..... Level Il Neurostimulator. 
0083 ..... Level | Endovascular. 
0084 ..... Level | EP. 

0085 ..... Level II EP. 
0086 ..... Level Ill EP. 
0089 ..... Level Ill Pacemaker. 
0090 ..... Level Il Pacemaker. 
0107 Level | ICD. 


TABLE 5—APCS THAT WILL REQUIRE 
A DEVICE CODE TO BE REPORTED 
ON A CLAIM WHEN A PROCEDURE 
ASSIGNED TO ONE OF THESE APCS 
Is REPORTED—Continued 





APC APC Title 
O10B .... Level Il ICD. 
0202 ..... Level V Female Reproductive. 
W227 ...<. Implantation of Drug Infusion. 
0229 ..... Level Il Endovascular. 
0259 ..... Level VII ENT Procedures. 
0293 ..... Level IV Intraocular. 
0318 :..... Level IV Neurostimulator. 
0319 ..... Level Ill Endovascular. 
0384 ..... Gl Procedures with Stents. 
0385 ..... Level | Urogenital. 
0386 ..... Level II Urogenital. 
0425 ..... Level V Musculoskeletal. 
0427 ..... Level Il Tube/Catheter. 
0622 ..... Level Il Vascular Access. 
0648 ..... Level IV Breast Surgery. 
0662 ....: Insertion of IP/PI. Cath. 
0655 ..... Level IV Pacemaker. 





(2) Blood and Blood Products 


Since the implementation of the OPPS 
in August 2000, we have made separate 
payments for blood and blood products 
through APCs rather than packaging 
payment for them into payments for the 
procedures with which they are 
administered. Hospital payments for the 
costs of blood and blood products, as 
well as for the costs of collecting, 
processing, and storing blood and blood 
products, are made through the OPPS 
payments for specific blood product 
APCs. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40938), for CY 2015, we 
proposed to continue to establish 
payment rates for blood and blood 
products using our blood-specific CCR 
methodology, which utilizes actual or 
simulated CCRs from the most recently 
available hospital cost reports to convert 
hospital charges for blood and blood 
products to costs. This methodology has 
been our standard ratesetting 
methodology for blood and blood 
products since CY 2005. It was 
developed in response to data analysis 
indicating that there was a significant 
difference in CCRs for those hospitals 
with and without blood-specific cost 
centers, and past public comments 
indicating that the former OPPS policy 
of defaulting to the overall hospital CCR 
for hospitals not reporting a blood- 
specific cost center often resulted in an 
underestimation of the true hospital 
costs for blood and blood products. 
Specifically, in order to address the 
differences in CCRs and to better reflect 
hospitals’ costs, we proposed to 
continue to simulate blood CCRs for 
each hospital that does not report a 
blood cost center by calculating the ratio 


of the blood-specific CCRs to hospitals’ 
overall CCRs for those hospitals that do 
report costs and charges for blood cost 
centers. We proposed to apply this 
mean ratio to the overall CCRs of 
hospitals not reporting costs and 
charges for blood cost centers on their 
cost reports in order to simulate blood- 
specific CCRs for those hospitals. We 
proposed to calculate the costs upon 
which the proposed CY 2015 payment 
rates for blood and blood products are 
based using the actual blood-specific 
CCR for hospitals that reported costs 
and charges for a blood cost center and 
a hospital-specific simulated blood- 
specific CCR for hospitals that did not 
report costs and charges for a blood cost 
center. 

Comment: Commenters supported the 
proposal to continue to separately pay 
for blood and blood products using a 
blood-specific CCR methodology. 

Response: We appreciate the 
commenters’ support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to continue to 
establish payment rates for blood and 
blood products using our blood-specific 
CCR methodology, which utilizes actual 
or simulated CCRs from the most 
recently available hospital cost reports 
to convert hospital charges for blood 
and blood products to costs. 

We continue to believe that the 
hospital-specific simulated blood- 
specific CCR methodology better 
responds to the absence of a blood- 
specific CCR for a hospital than 
alternative methodologies, such as 
defaulting to the overall hospital CCR or 
applying an average blood-specific CCR 
across hospitals. Because this 
methodology takes into account the 
unique charging and cost accounting 
structure of each hospital, we believe 
that it yields more accurate estimated 
costs for these products. We continue to 
believe that this methodology in CY 
2015 will result in costs for blood and 
blood products that appropriately reflect 
the relative estimated costs of these 
products for hospitals without blood 
cost centers and, therefore, for these 
blood products in general. 

We note that, as discussed in section 
I].A.2.e. of the CY 2014 OPPS/ASC final 
rule with comment period and this final 
rule with comment period, we 
established comprehensive APCs that 
will provide all-inclusive payments for 
certain device-dependent procedures. 
Under this policy, we include the costs 
of blood and blood products when 
calculating the overall costs of these 
comprehensive APCs. We proposed to 
continue to apply the blood-specific 
CCR methodology described in this 
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section when calculating the costs of the 
blood and blood products that appear 
on claims with services assigned to the 
comprehensive APCs (79 FR 40939). 
Because the costs of blood and blood 
products will be reflected in the overall 
costs of the comprehensive APCs (and, 
as a result, in the final payment rates of 
the comprehensive APCs), we proposed 
to not make separate payments for blood 
and blood products when they appear 
on the same claims as services assigned 
to the comprehensive APCs (79 FR 
40939). 

We did not receive any public 
comments on this proposal and are 
finalizing the policy as proposed. We 
refer readers to Addendum B to this 
final rule with comment period (which 
is available via the Internet on the CMS 
Web site) for the final CY 2015 payment 
rates for blood and blood products 
(which are identified with status 
indicator ‘‘R’”’). For a more detailed 
discussion of the blood-specific CCR 
methodology, we refer readers to the CY 
2005 OPPS proposed rule (69 FR 50524 
through 50525). For a full history of 
OPPS payment for blood and blood 
products, we refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66807 through 
66810). 


(3) Brachytherapy Sources 


Section 1833(t)(2)(H) of the Act 
mandates the creation of additional 
groups of covered OPD services that 
classify devices of brachytherapy 
consisting of a seed or seeds (or 
radioactive source) (‘‘brachytherapy 
sources”’) separately from other services 
or groups of services. The statute 
provides certain criteria for the 
additional groups. For the history of 
OPPS payment for brachytherapy 
sources, we refer readers to prior OPPS 
final rules, such as the CY 2012 OPPS/ 
ASC final rule with comment period (77 
FR 68240 through 68241). As we have 
stated in prior OPPS updates, we 
believe that adopting the general OPPS 
prospective payment methodology for 
brachytherapy sources is appropriate for 
a number of reasons (77 FR 68240). The 
general OPPS payment methodology 
uses costs based on claims data to set 
the relative payment weights for 
hospital outpatient services. This 
payment methodology results in more 
consistent, predictable, and equitable 
payment amounts per source across 
hospitals by averaging the extremely 
high and low values, in contrast to 
payment based on hospitals’ charges 
adjusted to costs. We believe that the 
OPPS prospective payment 
methodology, as opposed to payment 
based on hospitals’ charges adjusted to 


cost, also would provide hospitals with 
incentives for efficiency in the provision 
of brachytherapy services to Medicare 
beneficiaries. Moreover, this approach is 
consistent with our payment 
methodology for the vast majority of 
items and services paid under the OPPS. 
We refer readers to the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66779 through 66787), the CY 2009 
OPPS/ASC final rule with comment 
period (73 FR 68668 through 68670, the 
CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60533 through 
60537), the CY 2011 OPPS/ASC final 
rule with comment period (75 FR 71978 
through 71981), the CY 2012 OPPS/ASC 
final rule with comment period (76 FR 
74160 through 74163), the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68240 through 68242), 
and the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74860) for 
further discussion of the history of 
OPPS payment for brachytherapy 
sources. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40939 through 40940), for 
CY 2015, we proposed to use the costs 
derived from CY 2013 claims data to set 
the proposed CY 2015 payment rates for 
brachytherapy sources, as we proposed 
to use to set the proposed payment rates 
for most other items and services that 
would be paid under the CY 2015 OPPS. 
We based the proposed payment rates 
for brachytherapy sources on the 
geometric mean unit costs for each 
source, consistent with the methodology 
proposed for other items and services 
paid under the OPPS, as discussed in 
section II.A.2. of the proposed rule. We 
also proposed to continue the other 
payment policies for brachytherapy 
sources that we finalized and first 
implemented in the CY 2010 OPPS/ASC 
final rule with comment period (74 FR 
60537). We proposed to pay for the 
stranded and non-stranded not 
otherwise specified (NOS) codes, 
HCPCS codes C2698 and C2699, at a 
rate equal to the lowest stranded or non- 
stranded prospective payment rate for 
such sources, respectively, on a per 
source basis (as opposed to, for 
example, a per mCi), which is based on 
the policy we established in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66785). We also 
proposed to continue the policy we first 
implemented in the CY 2010 OPPS/ASC 
final rule with comment period (74 FR 
60537) regarding payment for new 
brachytherapy sources for which we 
have no claims data, based on the same 
reasons we discussed in the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66786; which was 


delayed until January 1, 2010 by section 
142 of Pub. L. 110-275). That policy is 
intended to enable us to assign new 
HCPCS codes for new brachytherapy 
sources to their own APCs, with 
prospective payment rates set based on 
our consideration of external data and 
other relevant information regarding the 
expected costs of the sources to 
hospitals. 

The proposed CY 2015 payment rates 
for brachytherapy sources were 
included in Addendum B to the 
proposed rule (which is available via 
the Internet on the CMS Web site) and 
were identified with status indicator 
“uy” 

We invited public comment on this 
proposed policy and also requested 
recommendations for new HCPCS codes 
to describe new brachytherapy sources 
consisting of a radioactive isotope, 
including a detailed rationale to support 
recommended new sources. In the CY 
2015 OPPS/ASC proposed rule, we 
provided an appropriate address for 
receipt of these recommendations; the 
address is repeated at the end of this 
section. We indicated that we will 
continue to add new brachytherapy 
source codes and descriptors to our 
systems for payment on a quarterly 
basis. 

Comment: Commenters expressed a 
number of concerns regarding CMS’ 
outpatient hospital claims data used to 
set prospective payment rates for 
brachytherapy sources. Commenters 
stated that high dose rate (HDR) 
brachytherapy devices decay over a 90- 
day period and are used to treat 
multiple patients during this time 
period. According to the commenters, 
the true cost of brachytherapy sources 
depends on the number of patients 
treated by a hospital within a 90-day 
period, as well as the number of 
treatments required and the intensity of 
the treatments. For this reason, the 
commenters believed that it is difficult 
to establish fair and adequate 
prospective payment rates for 
brachytherapy sources. Commenters 
also noted that the brachytherapy source 
payment data continue to show huge 
variation in per unit cost across 
hospitals. In addition, the commenters 
believed that CMS’ claims data contain 
rank order anomalies, causing the usual 
cost relationship between the high 
activity palladium-103 source (HCPCS 
code C2635, Brachytherapy source, non- 
stranded, high activity, palladium-103, 
greater than 2.2 mci (NIST) per source) 
and the low activity palladium-103 
sources (HCPCS codes C2640, 
Brachytherapy source, stranded, 
palladium-103, per source and C2641, 
Brachytherapy source, non-stranded, 
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palladium-103, per source) to be 
reversed. The commenters noted that 
the proposed geometric mean costs of 
the brachytherapy source HCPCS codes 
are approximately $26, $69, and $72, 
respectively. The commenters stated 
that stranded palladium-103 sources 
(HCPCS code C2640) always cost more 
than non-stranded palladium-103 
sources (HCPCS code C2641), which is 
not reflected in the proposed rule claims 
data. 

Response: As stated above, we believe 
that geometric mean costs based on 
hospital claims data for brachytherapy 
sources have produced reasonably 
consistent per-source cost estimates 
over the past several years, comparable 
to the patterns we have observed for 
many other OPPS services whose 
payments are set based upon relative 
payment weights from claims data. We 
believe that our per-source payment 
methodology specific to each source’s 
radioisotope, radioactive intensity, and 
stranded or non-stranded configuration, 
supplemented by payment based on the 
number of sources used in a specific 
clinical case, adequately accounts for 
the major expected sources of variability 
across treatments. (We refer readers to 
the CY 208 OPPS final rule with 
comment period (72 FR 66782); the CY 
2010 OPPS/ASC final rule with 
comment period (74 FR 60534); the CY 
2011 OPPS/ASC final rule with 
comment period (75 FR 71979); the CY 
2012 OPPS/ASC final rule with 
comment period (76 FR 74161); the CY 
2013 OPPS/ASC final rule with 
comment period (77 FR 68241); and the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74861)). We 
believe that the CY 2013 brachytherapy 
source Claims data used for CY 2015 
ratesetting produce adequate payment 
for these services. Also, as we have 
explained previously, a prospective 
payment system relies upon the concept 
of averaging, where the payment may be 
more or less than the estimated cost of 
providing a service for a particular 
patient. With the exception of outlier 
cases, the payment for services is 
adequate to ensure access to appropriate 
care. In the case of brachytherapy 
sources for which the law requires 
separate payment groups, without 
packaging, the costs of these individual 
items could be expected to show greater 
variation than some other APCs under 
the OPPS because higher variability in 
costs for some component items and 
services is not balanced with lower 
variability in costs for others, and 
because relative payment weights are 
typically estimated using a smaller set 
of claims. Nevertheless, we believe that 





prospective payment for brachytherapy 
sources based on geometric mean costs 
of the services reported on claims 
calculated according to the standard 
OPPS methodology is appropriate and 
provides hospitals with the greatest 
incentives for efficiency in furnishing 
brachytherapy treatment. 

Under the budget neutral provision 
for the OPPS, it is the relativity of costs, 
not the absolute costs, that is important, 
and we believe that brachytherapy 
sources are appropriately paid 
according to the standard OPPS 
payment approach. Furthermore, some 
sources may have geometric mean costs 
and payment rates based on 50 or fewer 
providers because it is not uncommon 
for OPPS prospective payment rates to 
be based on claims from a relatively 
small number of hospitals that 
furnished the service in the year of 
claims data available for the OPPS 
update year. Fifty hospitals may report 
hundreds of brachytherapy source 
services on claims for many cases and 
comprise the universe of providers 
using particular low volume sources, for 
which we are required to pay separately 
by statute. Further, our methodology for 
estimating geometric mean costs for 
brachytherapy sources utilizes all line- 
item charges for those sources, which 
allows us to use all hospital reported 
charge and estimated cost information 
to set payment rates for these items. 
Therefore, no brachytherapy source 
claims are excluded from the estimate of 
geometric means costs. We have no 
reason to believe that prospective 
payment rates based on claims data 
from those providers furnishing a 
particular source do not appropriately 
reflect the cost of that source to 
hospitals. As for most other OPPS 
services, we note that the geometric 
mean costs for brachytherapy sources 
are based upon the costs of those 
providers sources in CY 2013. Hospitals 
individually determine their charge for 
an item or service, and one of 
Medicare’s primary requirements for 
setting a charge is that it be reasonably 
and consistently related to the cost of 
the item or service for that facility. (We 
refer readers to the Medicare Provider 
Reimbursement Manual, Part I, Section 
2203, which is available on the CMS 
Web site at: http://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Manuals/Paper-Based-Manuals-Items/ 
CMS021929.html?DLPage=1& 
DLSort=0&DLSortDir=ascending.) We 
then estimate a cost from that charge 
using the hospital’s most recent 
Medicare hospital cost report data in 
our standard OPPS ratesetting process. 

We acknowledge that HDR 
brachytherapy sources such as HDR 


iridium-192 have a fixed active life and 
must be replaced every 90 days. As a 
result, a hospital’s per treatment cost for 
the source would be dependent on the 
number of treatments furnished per 
source. The source’s cost must be 
amortized over the life of the source. 
Therefore, when establishing charges for 
HDR iridium-192, we expect hospitals 
to project the number of treatments that 
would be provided over the life of the 
source and establish charges for the 
source accordingly (72 FR 66783; 74 FR 
60535; 75 FR 71980; 76 FR 74162; 77 FR 
68242; and 78 FR 74861). For most 
payable services under the OPPS, our 
practice is to establish prospective 
payment rates based on the geometric 
mean costs determined from hospitals’ 
claims data to provide incentives for 
efficient and cost effective delivery of 
these services. 

In the case of high-activity and low- 
activity iodine-125 sources, our CY 2013 
claims data show that the hospitals’ 
relative costs for the high-activity source 
are greater than the costs of the low- 
activity sources. As we have stated in 
the past, we do not have any 
information about the expected cost 
differential between high-activity and 
low-activity sources of various isotopes 
other than what is available in our 
claims and hospital cost report data (75 
FR 71979; 76 FR 74162; 77 FR 68242; 
and 78 FR 74861). In the case of the 
relationship between high-activity and 
low-activity palladium-103, our claims 
data consistently have shown higher 
average costs for low-activity palladium- 
103. For the high-activity palladium-103 
sources (HCPCS code C2635), 8 
hospitals reported this service in CY 
2013, compared to 104 and 159 
hospitals that reported services for the 
low-activity palladium-103 sources 
described by HCPCS codes C2640 and 
C2641, respectively. It is clear that fewer 
hospitals furnished the high-activity 
palladium-103 source than the low- 
activity palladium-103 sources, and we 
expect that the hospital cost distribution 
for those hospitals could be different 
than the cost distribution of the large 
numbers of hospitals reporting the low- 
activity palladium-103 sources, as 
previously stated (74 FR 60535; 75 FR 
71979; 76 FR 74162; 77 FR 68242; and 
78 FR 74861). These varied cost 
distributions clearly contribute to the 
observed relationship in geometric 
mean cost between the different types of 
sources. However, we see no reason 
why our standard ratesetting 
methodology for brachytherapy sources 
that relies on all claims data from all 
hospitals furnishing brachytherapy 
sources would not yield valid geometric 
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mean costs for those hospitals 
furnishing the different brachytherapy 
sources upon which CY 2015 
prospective payments are based. 

Comment: One commenter, a 
developer of a linear non-stranded 
palladium-103 source described by 
HCPCS code C2636 (Brachytherapy 
linear source, nonstranded, palladium- 
103, per 1 mm), believed that CY 2013 
claims data for services furnished prior 
to November 2013 used to determine the 
CY 2015 payment rates are invalid 
because the claims data do not reflect 
the costs of its linear non-stranded 
palladium-103 source, which became 
commercially available in November 
2013. Further, the commenter stated 
that there were no other linear non- 
stranded palladium-103 sources 
commercially available prior to 
November 2013. Therefore, the 
commenter requested that payment for 
HCPCS code C2636 remain at the 
current CY 2014 payment rate until 
claims data for HCPCS code C2636 
become available in CY 2016. 

Response: We understand the 
commenter’s claim that its linear non- 
stranded palladium-103 source 
described by HCPCS code C2636 
became commercially available in 
November 2013. However, we disagree 
with the commenter’s assertion that 
there were no other commercially 
available linear non-stranded 
palladium-103 sources described by 
HCPCS code C2636 prior to November 
2013. We also disagree with the 
commenter that the CY 2013 claims data 
used to determine the CY 2015 payment 
rate for HCPCS code C2636 are invalid. 
As discussed in the CY 2005 OPPS final 
rule (69 FR 65840), we established 
HCPCS code C2636 to uniquely identify 
linear non-stranded Palladium-103 
brachytherapy sources. Since the 
HCPCS code became effective January 1, 
2005, we have used historical claims 
data to set the prospective payment 
rates. To determine the CY 2015 OPPS 
payment rate for HCPCS code C2636, we 
used CY 2013 claims data, which 
include brachytherapy sources costs for 
linear non-stranded palladium-103 
sources. Despite the date of commercial 
availability for the commenter’s linear 
non-stranded palladium-103 
brachytherapy source, we do have CY 
2013 claims data for HCPCS code 
C2636. Therefore, in accordance with 
our above-mentioned methodology and 
consistent with our policy used to set 
the prospective payment rates for 
brachytherapy sources, we are finalizing 
our proposed payment rate for HCPCS 
code C2636 based on CY 2013 claims 
data. 


Comment: One commenter expressed 
concern regarding CMS’ CY 2014 
payment rate for a new brachytherapy 
source described by HCPCS code C2644 
(Brachytherapy source, cesium-131 
chloride solution, per millicurrie), 
which became effective July 1, 2014. In 
the July 2014 OPPS Change Request 
(CR) 8776, dated May 23, 2014, CMS 
established a payment rate for HCPCS 
code C2644 of $18.97. The commenter, 
who also petitioned for the initial 
establishment of HCPCS code C2644 to 
describe the new brachytherapy source, 
requested clarification on how the 
payment rate was established by CMS, 
given that the cost of the new 
brachytherapy source is $25 per 
millicurie and claims data are not yet 
available. 


Response: As discussed in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66786), we 
assign new HCPCS codes that describe 
new brachytherapy sources to their own 
APCs, with prospective payment rates 
set based on consideration of external 
data and other relevant information 
regarding the expected costs of the 
sources to hospitals. The commenter 
provided CMS with clinical information 
on the brachytherapy source cesium-131 
chloride solution within its petition for 
the establishment of the new HCPCS 
code, and noted the source’s clinical 
similarities with the liquid iodine-125 
solution source, which is described by 
HCPCS code A9527 (Iodine I-125 
sodium iodide). The commenter stated 
that both iodine I-125 sodium iodide 
and cesium-131 chloride solution “have 
similar energies, are capable of 
delivering the same radiation dose to 
the planned treatment volume, are 
supplied in liquid form, and are 
compatible with the GliaSite RTS 
Catheter’. Based on clinical information 
provided by the commenter and a 
clinical review by CMS’ medical 
advisors, we believe that the 
brachytherapy sources described by 
HCPCS code C2644 and HCPCS code 
A9527 are clinical substitutes. 
Therefore, we set a payment rate for 
HCPCS code C2644 that is equal to the 
payment rate for HCPCS code A9527 
when it became effective in CY 2014, 
and proposed to apply the same 
methodology for CY 2015. We are 
finalizing our proposal for CY 2015 to 
set the payment rate for HCPCS code 
C2644 as the equivalent of the payment 
rate for HCPCS code A9527. (We refer 
readers to Addendum B of this final rule 
with comment period for the CY 2015 
OPPS payment rate. Addendum B is 
available via the Internet on the CMS 
Web site.) 


After consideration of the public 
comments we received, we are 
finalizing our proposal to continue to 
set the payment rates for brachytherapy 
sources using our established 
prospective payment methodology, 
which is based on geometric mean costs. 
The CY 2015 final payment rates for 
brachytherapy sources are found in 
Addendum B to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site). 

As stated in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40940), we 
continue to invite hospitals and other 
parties to submit recommendations to 
CMS for new HCPCS codes that describe 
new brachytherapy sources consisting of 
a radioactive isotope, including a 
detailed rationale to support 
recommended new sources. Such 
recommendations should be directed to 
the Division of Outpatient Care, Mail 
Stop C4—03-—27, Centers for Medicare 
and Medicaid Services, 7500 Security 
Boulevard, Baltimore, MD 21244. 


e. Comprehensive APCs 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74861 
through 74910), we finalized a 
comprehensive payment policy that 
packages payment for adjunctive and 
secondary items, services, and 
procedures into the most costly primary 
procedure (primarily medical device 
implantation procedures) under the 
OPPS at the claim level, effective 
January 1, 2015. We defined a 
comprehensive APC (C—APC) as a 
classification for the provision of a 
primary service and all adjunctive 
services provided to support the 
delivery of the primary service. We 
established comprehensive APCs as a 
category broadly for OPPS payment and 
established 29 C—-APCs to prospectively 
pay for 167 of the most costly device- 
dependent services assigned to these 29 
APCs beginning in CY 2015 (78 FR 
74910). Under this policy, we 
designated each service described by a 
HCPCS code assigned to a C-APC as the 
primary service and, with few 
exceptions described below, consider all 
other services reported on a hospital 
outpatient claim in combination with 
the primary service to be related to the 
delivery of the primary service (78 FR 
74869). In addition, under this policy, 
we calculate a single payment for the 
entire hospital stay, defined by a single 
claim, regardless of the date of service 
span over which the primary service 
and all related services are delivered. 
This comprehensive APC packaging 
policy packages payment for all items 
and services typically packaged under 
the OPPS, but also packages payment 
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for other items and services that are not 
typically packaged under the OPPS (78 
FR 74909). 

Because of the overall complexity of 
this new policy and our introduction of 
complexity adjustments in the CY 2014 
OPPS/ASC final rule with comment 
period, we modeled the policy as if we 
were implementing it for CY 2014, but 
delayed the effective date until January 
1, 2015, to allow additional time for 
further analysis, opportunity for public 
comment, and systems preparation. In 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40941 through 40953), we 
discussed our review of the policies 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period for C— 
APCs, and summarized and responded 
to public comments received in 
response to the CY 2014 OPPS/ASC 
final rule with comment period relating 
to the comprehensive APC payment 
policy. We then outlined our proposed 
policy for CY 2015, which included 
several clarifications and proposed 
modifications in response to public 
comments received. In this section, we 
use the terms “service’’ and 
‘procedure’ interchangeably. 


(1) Background 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74861 
through 74910), we finalized a policy, 
with a delayed implementation date of 
CY 2015, that designated certain 
covered OPD services as primary 
services (identified by a new OPPS 
status indicator of “J1”’) assigned to C— 
APCs. When such a primary service is 
reported on a hospital outpatient claim, 
taking into consideration the few 
exceptions that are discussed below, we 
treat all other items and services 
reported on the claim as integral, 
ancillary, supportive, dependent, and 
adjunctive to the primary service 
(hereinafter collectively referred to as 
“adjunctive services’’) and representing 
components of a comprehensive service 
(78 FR 74865). This results in a single 
prospective payment for the primary, 
comprehensive service based on the cost 
of all reported services at the claim 
level. We only exclude charges for 
services that are statutorily excluded 
from the OPPS, such as certain 
mammography and ambulance services 
that are never covered OPD services in 
accordance with section 
1833(t)(1)(B)(iv) of the Act; charges for 
brachytherapy seeds, which must 
receive separate payment under section 
1833(t)(2)(H) of the Act; charges for 
pass-through drugs and devices, which 
also require separate payment under 
section 1833(t)(6) of the Act; and 
charges for self-administered drugs 


(SADs) that are not otherwise packaged 
as supplies because they are not covered 
under Medicare Part B under section 
1861(s)(2)(B) of the Act (78 FR 74865). 

The ratesetting process set forth in the 
CY 2014 OPPS/ASC final rule with 
comment period for the comprehensive 
APC payment policy is summarized as 
follows (78 FR 74887): 

APC assignment of primary (‘‘J1”’) 
services. HCPCS codes assigned to 
status indicator ‘‘J1”’ are assigned to C— 
APCs based on our usual APC 
assignment methodology of evaluating 
the geometric mean cost of the primary 
service claims to establish resource 
similarity and the clinical 
characteristics of each procedure to 
establish clinical similarity within each 
APC. Claims reporting multiple 
procedures described by HCPCS codes 
assigned to status indicator ‘‘J1”’ are 
identified and the procedures are then 
assigned to a C-APC based on the 
primary HCPCS code that has the 
highest APC geometric mean cost. This 
ensures that multiple procedures 
described by HCPCS codes assigned to 
status indicator ‘‘J1” reported on claims 
are always paid through and assigned to 
the C-APC that would generate the 
highest APC payment. If multiple 
procedures described by HCPCS codes 
assigned to status indicator ‘‘J1” that are 
reported on the same claim have the 
same APC geometric mean estimated 
cost, as would be the case when two 
different procedures described by 
HCPCS codes assigned to status 
indicator ‘‘J1” are assigned to the same 
APC, identification of the primary 
service is then based on the procedure 
described by the HCPCS code assigned 
to status indicator ‘“‘J1”’ with the highest 
HCPCS-level geometric mean cost. 
When there is no claims data available 
upon which to establish a HCPCS-level 
comprehensive geometric mean cost, we 
use the geometric mean cost for the APC 
to which the HCPCS code is assigned. 

Complexity adjustments and 


determination of final C-APC groupings. 


We then considered reassigning 
complex subsets of claims for each 
primary service described by a HCPCS 
code assigned to status indicator “J1.”’ 
All claims reporting more than one 
procedure described by HCPCS codes 
assigned to status indicator ‘‘J1”’ are 
evaluated for the existence of commonly 
occurring pairs of procedure codes 
reported on claims that exhibit a 
materially greater comprehensive 
geometric mean cost relative to the 
geometric mean cost of the claims 
reporting that primary service. This 
indicates that the subset of procedures 
identified by the secondary HCPCS code 
has increased resource requirements 


relative to less complex subsets of that 
primary procedure (78 FR 74887). The 
CY 2014 complexity adjustment criteria 
are as follows: 

e The comprehensive geometric mean 
cost of the claims reporting the 
combination of procedures is more than 
two times the comprehensive geometric 
mean cost of the single major claims 
reporting only the primary service; 

e There are more than 100 claims in 
the data year reporting the specific code 
combination; 

e The number of claims reporting the 
specific code combination exceed 5 
percent of the volume of all claims 
reporting the designated primary 
service; and 

e There would be no violation of the 
‘2 times” rule within the receiving C— 
APC (78 FR 74886). 

If a pair of procedure codes reported 
on claims is identified that meets these 
requirements, that is, commonly 
occurring and exhibiting materially 
greater resource requirements, the pair 
of procedure codes is further evaluated 
to confirm clinical validity as a complex 
subset of the primary procedure and the 
pair of procedure codes is then 
identified as complex, and primary 
service claims with that combination of 
procedure codes are subsequently 
reassigned as appropriate. If a pair of 
procedure codes does not meet the 
requirement for a materially greater 
resource requirement or does not occur 
commonly, the pair of procedure codes 
is not considered to be complex, and 
primary service claims with that 
combination of procedure codes are not 
reassigned. All pairs of procedures 
described by HCPCS codes assigned to 
status indicator ‘‘J1”’ for each primary 
service are similarly evaluated. Once all 
pairs of procedures described by HCPCS 
codes assigned to status indicator “J1”’ 
have been evaluated, all claims 
identified for reassignment for each 
primary service are combined and the 
group is assigned to a higher level C- 
APC within a clinical family of C-APCs, 
that is, an APC with greater estimated 
resource requirements than the initially 
assigned C-APC and with appropriate 
clinical homogeneity. We assessed 
resource variation for reassigned claims 
within the receiving APC using the 
geometric mean cost for all reassigned 
claims for the primary service relative to 
other services assigned to that APC 
using the 2 times rule criteria (78 FR 
74887). 

For new HCPCS codes and codes 
without data, we use the best 
information available to us to identify 
combinations of procedure codes that 
represent a more complex form of the 
primary service and warrant 
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reassignment to a higher level APC. In 
the proposed rule, we stated that we 
would reevaluate our APC assignments 
and identification and APC placement 
of complex claims once claims data 
become available. 


(2) CY 2015 Policy for C-APCs 
(a) Methodology 


Basic C-APC Methodology. After 
consideration of the public comments 
we received on the CY 2014 OPPS/ASC 
final rule with comment period, in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40941 through 40953), we described 
our proposed payment methodology for 
C-APCs for CY 2015. For CY 2015, we 
proposed to establish a policy that 
services assigned to C-APCs would be 
designated as the primary services for 
C-APCs, using new status indicator “J1” 
as listed in Addendum J and Addendum 
B to the CY 2015 OPPS/ASC proposed 
rule (which are available via the Internet 
on the CMS Web site). We stated that 
the basic steps for calculating the C- 
APC payments remain the same as those 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period, except 
for the complexity adjustment criteria 
described briefly above (78 FR 74885 
through 74888). For CY 2015, we 
proposed to restructure and consolidate 
some of the current device-dependent 
APCs to improve both the resource and 
clinical homogeneity of these APCs. In 
addition, instead of assigning any add- 
on codes to status indicator ‘‘J1’’ as 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
74873 through 74883), we proposed to 
package all add-on codes, consistent 
with our CY 2014 OPPS policy to 
package add-on codes (78 FR 74942), 
but to allow certain add-on codes to 
qualify a primary J1 procedure code- 
add-on code combination for a 
complexity adjustment. For CY 2015, 
similar to other procedures described by 
add-on codes under the OPPS and 
according to 42 CFR 419.2(b)(18), 
procedures described by add-on codes 
furnished in conjunction with primary 
comprehensive services would be 
packaged instead of being assigned to an 
APC with a separately payable status 
indicator in accordance with the CY 
2014 OPPS policy for add-on codes 
assigned to device-dependent APCs. 
However, the add-on codes currently 
assigned to device-dependent APCs 
(that are converted to C-APCs) may 
qualify as a secondary code in a 
complexity adjustment code pair. 

Further, we proposed to convert all 
current device-dependent APCs 
remaining after the proposed 
restructuring and consolidation of some 


of these APCs to C-APCs. We also 
proposed to create two new C—APCs: C-— 
APC 0067 for single-session cranial 
stereotactic radiosurgery services (SRS) 
and C—APC 0351 for intraocular 
telescope implantation. In addition, we 
proposed to reassign CPT codes 77424 
and 77425 that describe intraoperative 
radiation therapy (IORT) to C-APC 0648 
(Level IV Breast and Skin Surgery). We 
discuss in detail below our proposed 
new complexity adjustment criteria and 
our proposal to package all add-on 
codes, but to allow complexity 
adjustments for qualifying code 
combinations of primary codes and add- 
on codes currently assigned to device- 
intensive C-APCs. 


As stated in the CY 2014 OPPS/ASC 
final rule with comment period, we 
define the comprehensive APC payment 
policy as including all covered OPD 
services on a hospital outpatient claim 
reporting a primary service that is 
assigned to status indicator ‘‘J1,” 
excluding services that cannot be 
covered OPD services or that cannot by 
statute be paid under the OPPS. 
Services packaged for payment under 
the comprehensive APC payment 
packaging policy, that is, services that 
are typically integral, ancillary, 
supportive, dependent, or adjunctive to 
the primary service, provided during the 
delivery of the comprehensive service, 
include diagnostic procedures, 
laboratory tests and other diagnostic 
tests and treatments that assist in the 
delivery of the primary procedure; visits 
and evaluations performed in 
association with the procedure; 
uncoded services and supplies used 
during the service; durable medical 
equipment as well as prosthetic and 
orthotic items and supplies when 
provided as part of the outpatient 
service; and any other components 
reported by HCPCS codes that are 
provided during the comprehensive 
service, except excluded services that 
are described below (78 FR 74865). In 
addition, payment for outpatient 
department services that are similar to 
therapy services and delivered either by 
therapists or nontherapists is packaged 
as part of the comprehensive service. 
These services that are provided during 
the perioperative period are adjunctive 
services and not therapy services as 
described in section 1834(k) of the Act, 
regardless of whether the services are 
delivered by therapists or other 
nontherapist health care workers. We 
have previously noted that therapy 
services are those provided by therapists 
under a plan of care in accordance with 
section 1835(a)(2)(C) and section 
1835(a)(2)(D) of the Act and are paid 


under section 1834(k) of the Act subject 
to annual therapy caps, as applicable 
(78 FR 74867). However, certain other 
services similar to therapy services are 
considered and paid as outpatient 
services. Payment for these nontherapy 
outpatient department services that are 
reported with therapy codes and 
provided with a comprehensive service 
is packaged with the comprehensive 
service. We note that these services, 
even though they are reported with 
therapy codes, are outpatient 
department services and not therapy 
services. Therefore, the requirement for 
functional reporting under the 
regulations at 42 CFR 410.59(a)(4) and 
42 CFR 410.60(a)(4) does not apply. 

Items packaged for payment provided 
in conjunction with the primary service 
also include all drugs, biologicals, and 
radiopharmaceuticals, regardless of cost, 
except those drugs with pass-through 
payment status and those drugs that are 
usually self-administered (SADs), unless 
they function as packaged supplies (78 
FR 74868 through 74869 and 74909). 
We refer readers to the Medicare Benefit 
Policy Manual, Chapter 15, Covered 
Medical and Other Health Services, 
Section 50.2.M, for a description of our 
policy on self-administered drugs 
treated as hospital outpatient supplies, 
including lists of SADs that function as 
supplies and those that do not function 
as supplies. 

Services excluded from the 
comprehensive APC payment policy are 
as follows: SADs that are not considered 
supplies, because they are not covered 
under Medicare Part B under section 
1861(s)(2)(B) of the Act; services 
excluded from the OPPS according to 
section 1833(t)(1)(B) of the Act 
including recurring therapy services, 
which we considered unrelated to the 
comprehensive service (defined as 
therapy services reported on a separate 
facility claim for recurring services), 
ambulance services, diagnostic and 
screening mammography, the annual 
wellness visit providing personalized 
prevention plan services, and pass- 
through drugs and devices that are paid 
according to section 1833(t)(6) of the 
Act. 

We also exclude preventive services 
defined in 42 CFR 410.2, ‘‘(1) [t]he 
specific services listed in section 
1861(ww)(2) of the Act, with the 
explicit exclusion of electrocardiograms; 
(2) [t]he Initial Preventive Physical 
Examination (IPPE) (as specified by 
section 1861(ww)(1) of the Act); and (3) 
Annual Wellness Visit (AWV), 
providing Personalized Prevention Plan 
Services (PPPS) (as specified by section 
1861(hhh)(1) of the Act).”” These 
preventive services are listed by their 
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HCPCS codes in Addendum J to this 
final rule with comment period and 
include: Annual wellness visits 
providing personalized prevention plan 
services; initial preventive physical 
examinations; pneumococcal, influenza, 
and hepatitis B vaccines and 
administrations; mammography 
screenings; pap smear screenings and 
pelvic examination screenings; prostate 
cancer screening tests; colorectal cancer 
screening tests; diabetes outpatient self- 
management training services; bone 
mass measurements; glaucoma 
screenings; medical nutrition therapy 
services; cardiovascular screening blood 
tests; diabetes screening tests; 
ultrasound screenings for abdominal 
aortic aneurysm; and additional 
preventive services as defined in section 
1861(ddd)(1) of the Act. We defined and 
discussed these services in detail for 
hospital billing purposes in the CY 2011 
OPPS/ASC final rule with comment 
period pursuant to coverage and 
payment provisions in the Affordable 
Care Act (75 FR 72013 through 72020). 





This policy is consistent with our 
policy to exclude preventive services 
from the ancillary services packaging 
policy, will encourage the provision of 
preventive services, and provide 
maximum flexibility to beneficiaries 
across different sites of service in 
receiving preventive services. In 
addition, the statute does not permit 
assessment of beneficiary cost-sharing 
for most preventive services, and some 
receive cost-based payment (75 FR 
72013 through 72020 and 78 FR 74962). 
While any beneficiary cost-sharing 
attributable to preventive services, if 
they were packaged, would be very 
small in relation to the comprehensive 
service overall, we believe that we 
should exclude these services from the 
OPPS beneficiary copayment 


calculations, as discussed in section ILI. 


of this final rule with comment period. 
We note that payment for one 
preventive service (HCPCS code G0102 
(Prostate cancer screening; digital rectal 
examination)) will continue to be 
packaged under the OPPS in CY 2015, 


both broadly and in the context of 
comprehensive services. Currently, 
payment for the procedure described by 
this HCPCS code is packaged because it 
is included in evaluation and 
management services. We note that 
beneficiary cost-sharing is not waived 
for the service described by HCPCS code 
G0102. 


Consistent with the policy finalized in 
the CY 2014 OPPS/ASC final rule with 
comment period, we exclude 
brachytherapy services and pass- 
through drugs, biologicals and devices 
that are separately payable by statute (78 
FR 74868 and 74909). In addition, we 
exclude services assigned to OPPS 
status indicator ‘‘F”’ that are not paid 
under the OPPS and are instead paid on 
a reasonable cost basis (certain CRNA 
services, Hepatitis B vaccines, and 
corneal tissue acquisition, which is not 
part of a comprehensive service for CY 
2015). In Table 6 below, we list the 
services that are excluded from the 
comprehensive APC payment policy. 


TABLE 6—COMPREHENSIVE APC PAYMENT POLICY EXCLUSIONS FOR CY 2015 


Ambulance services 








Brachytherapy 








Diagnostic and mammography screenings 








Physical therapy, speech-language pathology and occupational therapy services—Therapy services reported on a separate facility claim for re- 


curring services 





Pass-through drugs, biologicals and devices 


Preventive services defined in 42 CFR 410.2: 





e Annual wellness visits providing personalized prevention plan services 


Initial preventive physical examinations 
Mammography Screenings 


Prostate cancer screening tests 
Colorectal cancer screening tests 


Bone mass measurements 
Glaucoma screenings 

Medical nutrition therapy services 
Cardiovascular screening blood tests 
Diabetes screening tests 


Pneumococcal, influenza, and hepatitis B vaccines and administrations 


Pap smear screenings and pelvic examination screenings 


Diabetes outpatient self-management training services 


Ultrasound screenings for abdominal aortic aneurysm 


Additional preventive services (as defined in section 1861(ddd)(1) of the Act) 


Self-administered drugs—Drugs that are usually self-administered and do not function as supplies in the provision of the comprehensive service 





Services assigned to OPPS status indicator “F” (Certain CRNA services, Hepatitis B vaccines and corneal tissue acquisition) 





Services assigned to OPPS status indicator “L” (Influenza and pneumococcal pneumonia vaccines) 








Certain Part B inpatient services—Ancillary Part B inpatient services payable under Part B when the primary ‘“J1” service for the claim is not a 
payable Part B inpatient service (for example, exhausted Medicare Part A benefits, beneficiaries with Part B only) 


costs, and calculate the 

“comprehensive” geometric mean cost 
of one unit of each service assigned to 
status indicator ‘‘J1.”’ (We note that we 


single ‘‘J1”’ unit procedure claim (78 FR 
74871). We proposed to sum all line 
item charges for services included in the 
C-—APC payment, convert the charges to 


We proposed to continue to define 
each hospital outpatient claim reporting 
a single unit of a single primary service 
assigned to status indicator ‘‘J1” as a 
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use the term ‘“‘comprehensive”’ to 
describe the geometric mean cost of a 
claim reporting ‘‘J1’’ service(s) or the 
geometric mean cost of a C-APC, 
inclusive of all of the items and services 
in the C-APC payment bundle). Charges 
for services that would otherwise have 
been separately payable are added to the 
charges for the primary service. This 
process differs from our traditional cost 
accounting methodology only in that all 
such services on the claim are packaged 
(except certain services as described 
above). We proposed to apply our 
standard data trims, excluding claims 
with extremely high primary units or 
extreme costs. 

The comprehensive geometric mean 
costs are used to establish resource 
similarity and, along with clinical 
similarity, dictate the assignment of the 
primary services to the C-APCs. We 
proposed to establish a ranking of each 
primary service (single unit only) 
assigned to status indicator “J1” 
according to their comprehensive 
geometric mean costs. For the minority 
of claims reporting more than one 
primary service assigned to status 
indicator ‘“J1’’ or units thereof 
(approximately 20 percent of CY 2013 
claims), we proposed to continue to 
identify one ‘‘J1” service as the primary 
service for the claim based on our cost- 
based ranking of primary services. We 
then assign these multiple “‘J1”’ 
procedure claims to the C-APC to 
which the service designated as the 
primary service is assigned. If the 
reported “J1” services reported on a 
claim map to different C-APCs, we 
designate the “‘J1” service assigned to 
the C-APC with the highest 
comprehensive geometric mean cost as 
the primary service for that claim. If the 
reported multiple “J1” services on a 
claim map to the same C—APC, we 
designate the most costly service (at the 
HCPCS code level) as the primary 
service for that claim. This process 
results in initial assignments of claims 
for the primary services assigned to 
status indicator ‘‘J1’’ to the most 
appropriate C-APCs based on both 
single and multiple procedure claims 
reporting these services and clinical and 
resource homogeneity. 

Complexity Adjustments. We 
proposed to use complexity adjustments 
to provide increased payment for certain 
comprehensive services. We proposed 
to apply a complexity adjustment by 
promoting qualifying ‘‘J1’’ service code 
combinations or code combinations of 
‘“J1” services and certain add-on codes 
(as described further below) from the 
originating C-APC (the C-APC to which 
the designated primary service is first 
assigned) to a higher paying C-APC in 


the same clinical family of C-APCs, if 
reassignment is clinically appropriate 
and the reassignment would not create 
a violation of the 2 times rule in the 
receiving APC (the higher paying C- 
APC in the same clinical family of C- 
APCs). We proposed to implement this 
type of complexity adjustment when the 
code combination represents a complex, 
costly form or version of the primary 
service according to the following 
criteria: 

e Frequency of 25 or more claims 
reporting the code combination 
(frequency threshold); and 

e Violation of the 2 times rule (cost 
threshold). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40947 through 40948, we 
explained in detail in response to a 
comment to the CY 2014 OPPS/ASC 
final rule with comment period the 
differences between the finalized CY 
2014 complexity adjustment criteria and 
the CY 2015 proposed complexity 
adjustment criteria and our rationale for 
the proposed changes. 

After designating a single primary 
service for a claim, we proposed to 
evaluate that service in combination 
with each of the other procedure codes 
reported on the claim assigned to status 
indicator ‘‘J1”’ (or certain add-on codes) 
to determine if they meet the 
complexity adjustment criteria. For new 
HCPCS codes, we proposed to 
determine initial C-APC assignments 
and complexity adjustments using the 
best data available, cross-walking the 
new HCPCS codes to predecessor codes 
wherever possible. 

Once we have determined that a 
particular code combination of “J1”’ 
services (or combinations of “‘J1”’ 
services reported in conjunction with 
certain add-on codes) represents a 
complex version of the primary service 
because it is sufficiently costly, 
frequent, and a subset of the primary 
comprehensive service overall 
according to the criteria described 
above, we proposed to promote the 
complex version of the primary service 
as described by the code combination to 
the next higher cost C-APC within the 
clinical family, unless the APC 
reassignment is not clinically 
appropriate, the reassignment would 
create a violation of the 2 times rule in 
the receiving APC, or the primary 
service is already assigned to the highest 
cost APC within the C-APC clinical 
family or assigned to the only C—-APC in 
a Clinical family (79 FR 40944). We did 
not propose to create new APCs with a 
geometric mean cost that is higher than 
the highest cost (or only) C-APC in a 
clinical family just to accommodate 
potential complexity adjustments. 


Therefore, the highest payment for any 
code combination for services assigned 
to a C-APC would be the highest paying 
C-APC in the clinical family. 

As discussed below, we proposed that 
add-on codes reported in conjunction 
with a “J1” service would receive 
complexity adjustments when a 
qualifying add-on code is reported in 
conjunction with the primary service 
assigned to status indicator “J1”’ and 
satisfies the criteria described above for 
a complexity adjustment. Any 
combinations of HCPCS codes that fail 
to meet the proposed complexity 
adjustment criteria (frequency and cost 
thresholds) would not be identified as 
complex subsets of the primary 
procedure and would not be reassigned 
to a higher paying C-APC within the 
same Clinical family of C-APCs. We 
provided a proposed list of qualifying 
code combinations (including add-on 
codes) in Addendum J to the proposed 
rule (which is available via the Internet 
on the CMS Web site). 

We proposed to package payment for 
all add-on codes into the payment for 
the C-APC. However, we indicated that 
add-on codes that are assigned to the 
current device-dependent APCs listed in 
Table 5 of the proposed rule (79 FR 
40938) would be evaluated for a 
possible complexity adjustment when 
they are reported in conjunction with a 
designated primary service assigned to 
status indicator ‘‘J1.”” We proposed to 
only evaluate the add-on codes that are 
assigned to the current device- 
dependent APCs listed in Table 5 of the 
proposed rule for potential complexity 
adjustments because we believe that, in 
certain cases, these procedure codes 
may represent services with additional 
medical device costs that result in 
significantly more complex and costly 
procedures. To determine which 
combinations of primary service codes 
reported in conjunction with the add-on 
code may qualify for a complexity 
adjustment for CY 2015, we proposed to 
apply the proposed frequency and cost 
criteria discussed above, testing claims 
reporting one unit of a single primary 
service assigned to status indicator “J1” 
and any number of units of a single add- 
on code. If the frequency and cost 
criteria for a complexity adjustment 
were met, and reassignment to the next 
higher cost APC in the clinical family is 
appropriate, we proposed to make a 
complexity adjustment for the code 
combination; that is, we proposed to 
reassign the primary service code 
reported in conjunction with the add-on 
code combination to a higher cost C- 
APC within the same clinical family of 
C-APCs. If any add-on code 
combination reported in conjunction 
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with the primary service code did not 
qualify for a complexity adjustment, 
payment for these services would be 
packaged. We listed the complexity 
adjustments proposed for add-on code 
combinations for CY 2015, along with 
all of the other proposed complexity 
adjustments, in Addendum J to the 
proposed rule (which is available via 
the Internet on the CMS Web site). One 
primary service code and add-on code 
combination (CPT code 37225 and 
37233) that satisfied the frequency and 
cost criteria was not proposed for a 
complexity adjustment because we 
believe that these claims are miscoded. 
Of the 35 qualifying claims reporting 
this code combination, only 3 claims 
contained the appropriate base code 
(CPT code 37228) for CPT add-on code 
37233. 

We provided in Addendum J to the 
proposed rule a breakdown of cost 
statistics for each code combination that 
would qualify for a complexity 
adjustment (including primary code and 
add-on code combinations). Addendum 
] to the proposed rule also contained 
summary cost statistics for each of the 
code combinations proposed to be 
reassigned under a given primary code. 
The combined statistics for all proposed 
reassigned complex code combinations 
are represented by an alphanumeric 
code with the last 4 digits of the 
designated primary service followed by 
“A” (indicating ‘‘adjustment”’). For 
example, the geometric mean cost listed 
in Addendum J for the code 
combination described by CPT code 
33208A assigned to C-APC 0655 
included all code combinations that 
were proposed to be reassigned to C— 
APC 0655 when CPT code 33208 is the 
primary code. Providing the information 
contained in Addendum J in the 
proposed rule allowed stakeholders the 
opportunity to better assess the impact 
associated with the proposed 
reassignment of each of the code 
combinations eligible for a complexity 
adjustment. 


(b) Additional C-APCs 


Several commenters to the CY 2014 
OPPS/ASC proposed rule questioned 
why CMS only converted a subset of the 
device-dependent APCs to C-APCs (78 
FR 74864). We responded that while we 
were initially adopting a subset of the 
most costly device-dependent services, 
we may extend comprehensive 
payments to other procedures in future 
years as part of a broader packaging 
initiative (78 FR 74864). Upon further 
review for CY 2015, we stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40944 through 40945) that we believe 
that the entire set of the currently 


device-dependent APCs (after the 
proposed reorganization and 
consolidation of the current device- 
dependent APCs) are appropriate 
candidates for C-APC payment because 
the device-dependent APCs not 
included in last year’s comprehensive 
APC payment proposal are similar to the 
original 29 device-dependent APCs that 
were proposed as C—APCs in CY 2014. 
Similar to the original 29 device- 
dependent APCs for CY 2014 that were 
converted to C-APCs, the additional 
device-dependent APCs that were 
proposed for conversion to C-APCs 
contain comprehensive services 
primarily intended for the implantation 
of costly medical devices. Therefore, in 
the CY 2015 OPPS/ASC proposed rule, 
we proposed to apply the 
comprehensive APC payment policy to 
the remaining device-dependent APCs 
for CY 2015. 

In addition, since the publication of 
the CY 2014 OPPS/ASC final rule with 
comment period, stakeholders brought 
several services to our attention as 
appropriate candidates for C-APC 
payment. Stakeholders recommended 
that we create C-APCs for these 
procedures and technologies or assign 
them to a previously proposed C—APC. 
We agreed with the stakeholders. 
Similar to the other services designated 
as comprehensive in CY 2014, these 
procedures are comprehensive single- 
session services with high-cost 
implantable devices or high-cost 
equipment. For CY 2015, we proposed 
to convert the following existing APCs 
into C-APCs: APC 0067 (Single Session 
Cranial Stereotactic Radiosurgery) and 
APC 0351 (Level V Intraocular 
Surgery)). C-APC 0351 only contains 
one procedure—CPT code 0308T 
(Insertion of ocular telescope prosthesis 
including removal of crystalline lens). 
We also proposed to assign the CPT 
codes for IORT (CPT codes 77424 and 
77425) to C-APC 0648 (Level IV Breast 
and Skin Surgery) because IORT is a 
single session comprehensive service 
that includes breast surgery combined 
with a special type of radiation therapy 
that is delivered inside the surgical 
cavity but is not technically 
brachytherapy. The HCPCS codes that 
we proposed to assign to these C-APCs 
in CY 2015 would be assigned to status 
indicator ‘‘J1.” 


(c) Reconfiguration and Restructuring of 
the C-APCs 


Based on further examination of the 
structure of the C-APCs illustrated in 
the CY 2014 OPPS/ASC final rule with 
comment period and an evaluation of 
their comprehensive geometric mean 
costs (using the updated CY 2013 claims 


data), in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40945), we 
proposed to reorganize, combine, and 
restructure some of the C-APCs. The 
purpose of this APC restructuring is to 
improve resource and clinical 
homogeneity among the services 
assigned to certain C-APCs and to 
eliminate APCs for clinically similar 
services, but with overlapping geometric 
mean costs. The services we proposed to 
assign to each of the C-APCs for CY 
2015, along with the relevant cost 
statistics, were provided in Addendum 
J to the proposed rule. Addendum J is 
available at the CMS Web site at: 
http://www.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 
Table 7 of the proposed rule (79 FR 
40952) listed the additional 28 APCs 
proposed under the CY 2015 
comprehensive APC policy. 

In summary, our proposal to 
reorganize, combine, and restructure 
some of the C-APCs included the 
following proposed changes: 

e Endovascular clinical family 
(renamed Vascular Procedures, VASCX). 
We proposed to combine C—APCs 0082, 
0083, 0104, 0229, 0319, and 0656 
illustrated for CY 2014 to form three 
proposed levels of comprehensive 
endovascular procedure APCs: C-APC 
0083 (Level I Endovascular Procedures); 
C—APC 0229 (Level II Endovascular 
Procedures); and C-APC 0319 (Level IV 
Endovascular Procedures). 

e Automatic Implantable Cardiac 
Defibrillators, Pacemakers, and Related 
Devices (AICDP). We proposed to 
combine C—APCs 0089, 0090, 0106, 
0654, 0655, and 0680 as illustrated for 
CY 2014 to form three proposed levels 
of C-APCs within a broader series of 
APCs for pacemaker implantation and 
similar procedures as follows: APC 0105 
(Level I Pacemaker and Similar 
Procedures), a non-comprehensive APC; 
C—APC 0090 (Level II Pacemaker and 
Similar Procedures); C-APC 0089 (Level 
III Pacemaker and Similar Procedures); 
and C—APC 0655 (Level IV Pacemaker 
and Similar Procedures). 

e We proposed to delete the clinical 
family for Event Monitoring, which only 
had one C-APC (C—APC 0680 (Insertion 
of Patient Activated Event)) with a 
single CPT code 33282 as illustrated for 
CY 2014. We also proposed to reassign 
CPT code 33282 to C-APC 0090, which 
contains clinically similar procedures. 

e In the urogenital family, we 
proposed two levels instead of three 
levels for urogenital procedures, and to 
reassign several codes from APC 0195 to 
C—APC 0202 (Level V Female 
Reproductive Procedures). 
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e We proposed to rename the 
arthroplasty family of APCs to 
“Orthopedic Surgery.’’ We also 
proposed to reassign several codes from 
APC 0052 to C-APC 0425, which we 
proposed to rename ‘‘Level V 
Musculoskeletal Procedures Except 


Hand and Foot.” 

e We proposed three levels of 
electrophysiologic procedures, using the 
current inactive APC ‘‘0086” instead of 
APC 0444, to have consecutive APC 
grouping numbers for this clinical 
family and to rename APC 0086 “Level 
Ill Electrophysiologic Procedures.”’ In 
addition, we proposed to replace 
composite APC 8000 with proposed C— 
APC 0086 as illustrated in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 74870). 

We also proposed three new clinical 
families: Gastrointestinal Procedures 
(GIXXX) for gastrointestinal stents, 
Tube/Catheter Changes (CATHX) for 
insertion of various catheters, and 
Radiation Oncology (RADTX), which 
would include C-APC 0067 for single 
session cranial SRS. 


(3) Public Comments 


Comment: Commenters were 
generally supportive of the proposed 
changes to the comprehensive APC 
payment policy for CY 2015 when 
compared to the CY 2014 final policy, 
and urged CMS to monitor 
implementation for payment adequacy 
and access to quality care. Some 
commenters requested that CMS delay 
implementation until at least July 1, 
2015, to allow time to fully test systems 
changes. Some commenters requested 
that CMS delay implementation for a 
year or more until CMS addresses 
assorted concerns or so that hospitals 
can continue to analyze the policy and 
budget for the financial impact. 

Response: We appreciate the 
commenters’ support. We plan to 
monitor the implementation of this C— 
APC payment policy and will consider 
future revisions as necessary. We will 
not further delay implementation of this 
policy. We have already delayed 
implementation of the C-APC payment 
policy for a year, which we believe 
provided ample time for hospitals to 
evaluate the policy. 

Comment: We received feedback from 
commenters regarding the data 
resources that CMS provided to support 
the proposed rule. Some commenters 
commended CMS for the technical 
support and assistance provided that 
enabled the commenters to replicate 
CMS’ methodology and match CMS’ 
results. Other commenters expressed 
concern that the data resources were 
insufficient, inconsistent, and unclear. 


Some commenters also requested that 
CMS enhance transparency, expand the 
data resources available to the public, 
and engage stakeholders in future 
comprehensive APC payment policy 
development. Some commenters asked 
that CMS provide cost data on all of the 
code combinations that were evaluated 
for the complexity adjustments, 
including the code combinations that 
qualified for a complexity adjustment. 
One commenter stated that 
discrepancies in some of the number 
entries between Addendum J and 
Addendum B violate the Administrative 
Procedures Act (APA) because these 
discrepancies ‘‘make it impossible to 
understand what CMS is proposing.” 

Response: We appreciate the 
commenters’ support for the proposed 
expansion of available data resources 
related to the comprehensive APC 
payment policy methodology. In 
response to the commenters who 
expressed concern regarding the 
insufficiency of the data files provided, 
we understand that the OPPS is 
technically complex. However, we 
believe that the data made available to 
the public as part of the proposed rule 
were appropriate, clear, and sufficient. 
We acknowledge the commenters’ 
concerns regarding the transparency of 
related data and the desire for 
additional resources. Therefore, for this 
final rule with comment period, we are 
providing additional data in Addendum 
J, such as cost statistics related to code 
combinations that are not eligible for 
complexity adjustments. Regarding any 
indications of discrepancies in some of 
the number entries between Addendum 
J] and Addendum B, as the commenter 
suggested, we understand and 
acknowledge that minor discrepancies 
may sometimes occur with complex 
payment rules that include various files 
with many different types of data. 
However, we do not believe any such 
discrepancies would limit commenters’ 
ability to understand the proposed 
policies or to evaluate the impacts or 
effects of the proposed policy changes. 
The comprehensive APC payment 
policy has been open for public 
comment during three consecutive 
OPPS rulemaking cycles: the CY 2014 
OPPS/ASC proposed rule; the CY 2014 
OPPS/ASC final rule with comment 
period; and the CY 2015 OPPS/ASC 
proposed rule. Therefore, we do not 
believe that we provided insufficient 
notice of the policies that are a part of 
the comprehensive APC payment 
policy. 

Comment: Commenters expressed 
concern regarding the misalignment 
between hospitals’ billing practices and 
systems and the proposal to package all 


services (except for the few exceptions 
noted above) on a claim into the 
payment for the comprehensive service. 
The commenters observed that a 
significant number of comprehensive 
service claims spanned more than 5 
days, with some claims spanning close 
to 30 days. The commenters 
recommended that CMS limit the 
payment bundle to services provided 
within 1 or 2 days of the primary 
service, or defining the bundle based on 
episodes of care. Commenters also 
requested that CMS clarify the guidance 
provided and educate providers on how 
to report comprehensive services that 
fall within the span of a recurring 
service claim. Some commenters 
expressed concern that policies which 
reduce or eliminate series billing for 
recurring services may create an 
operational burden for hospitals; 
increase claims processing activity for 
Medicare contractors; and increase the 
amount of paperwork sent to a 
beneficiary. 

Response: Our intent is to capture all 
of the services associated with the 
primary service assigned to a C-APC, 
except those services that would still be 
separately paid under the OPPS, even 
when provided in conjunction with a 
comprehensive service. The 219 
procedures assigned to the C-APCs are 
a small fraction of the total services 
provided in HOPDs. We believe that it 
would not be an undue hardship for 
some hospitals to alter their processes 
such that they file separate claims for 
services that are unrelated both 
clinically and in regard to time to the 
comprehensive service. With regard to 
recurring services, we have previously 
issued manual guidance in the Internet 
Only Manual, Pub. 100-4, Chapter 1, 
Section 50.2.2, that provides that only 
recurring services should be billed 
monthly. We also have specified that, in 
the event that a recurring service occurs 
on the same day as an acute service that 
falls within the span of the recurring 
service claim, hospitals should bill 
separately for recurring services on a 
monthly claim (repetitive billing) and 
submit a separate claim for the acute 
service. We also do not expect that these 
claims for comprehensive services in 
the outpatient setting would extend 
beyond a few days because the 219 
procedures assigned to the 25 C-APCs 
are almost entirely surgical procedures. 
If a physician determined that 
furnishing one of these services would 
be medically necessary for the treatment 
of a Medicare beneficiary and expected 
the beneficiary to require hospital care 
for more than 2 midnights, inpatient 
admission would be appropriate. 
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Comment: Commenters generally 
supported the proposed packaging of all 
add-on codes reported in conjunction 
with comprehensive service claims with 
the allowance of complexity 
adjustments for add-on codes currently 
assigned to device-dependent APCs in 
CY 2014. One commenter requested that 
CMS assign add-on CPT code 57267 
(Insertion of mesh or other prosthesis 
for repair of pelvic floor defect, each site 
(anterior, posterior compartment), 
vaginal approach (List separately in 
addition to code for primary procedure) 
to C-APC 0202 because this code has 
high device costs. 

Response: We appreciate the 
commenters’ support. According to 42 
CFR 419.2(b)(18), add-on codes are 
packaged under the OPPS. Because 
implementation of the finalized 
comprehensive APC payment policy 
was delayed until CY 2015, for CY 2014 
we maintained the structure and code 
assignments for the device-dependent 
APCs, which continued separate 
payment for add-on codes assigned to 
device-dependent APCs for CY 2014. 
We refer readers to Table 7 of the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74859). The 
add-on code complexity adjustment 
policy is limited only to certain add-on 
codes that were previously assigned to 
device-dependent APCs and that, along 
with a primary comprehensive service, 
meet the complexity adjustment criteria. 
We refer readers to Table 9 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
40959) for a listing of these add-on 
codes. Our intent is not to make a higher 
payment in every case that an add-on 
procedure results in higher costs. 
Therefore, we are finalizing the CY 2015 
proposal to package all add-on codes 
reported on a claim in conjunction with 
a comprehensive service, and also to 
allow a limited number of add-on codes 
to be evaluated for a complexity 
adjustment when billed with a primary 
comprehensive service. We are not 
extending the complexity adjustment 
policy beyond those add-on codes that 
were assigned to device-dependent 
APCs. The list of add-on codes that we 
evaluated for a complexity adjustment is 
included later in this section in Table 8. 

Comment: Some commenters 
requested that CMS divide the 
restructured C—APCs into more discrete 
groupings to increase clinical coherence 
and resource cost homogeneity. Some 
commenters believed that improved 
clinical coherence among the 
procedures within the C-APCs would 
increase the stability of C-APC 
payments from year-to-year and 
decrease opportunities for “‘gaming”’ the 
system. Some commenters also 


expressed concern with the high 
variation in geometric mean costs for 
services assigned to the C-APCs that do 
not create a violation of the 2 times rule, 
but would result in inadequate payment 
for the highest cost procedures assigned 
to the C—APC. 

Response: We disagree with the 
commenters. We believe that the 
categorization of the restructured C- 
APCs better represents clinical and 
resource homogeneity when compared 
to the CY 2014 structure of the C-APCs. 
We also note that the OPPS is a 
prospective payment system that relies 
on groupings of procedures resulting in 
a weighted-average cost payment based 
on all of the procedures in the group. 
Too much discretization of APC 
groupings would move the OPPS more 
toward a fee schedule, which would 
have individual payments for each 
HCPCS code and presents an 
undesirable outcome for the OPPS. In 
addition, we encourage all members of 
the stakeholder public to report all 
suspected incidents of fraud and abuse 
to the Office of Inspector General or the 
CMS Center for Program Integrity. As 
required by statute, we will review and 
evaluate, on an annual basis, any year- 
to-year changes in APC and HCPCS 
geometric mean costs. 

Comment: A few commenters 
disagreed with CMS’ proposal to expand 
the C—-APCs to include all of the current 
device-dependent APCs. The 
commenters noted that a significant 
percentage of claims for some of the 
lower paying C-APCs (specifically, C- 
APCs 0084 (Level I Electrophysiologic 
Procedures), 0427 (Level II Tube or 
Catheter Changes or Repositioning), 
0622 (Level II Vascular Access 
Procedures), and 0652 (Insertion of 
Intraperitoneal and Pleural Catheters) 
report services assigned to 
noncomprehensive APCs that are 
significantly more costly than the 
primary service that is motivating the 
C-APC payment. Commenters believed 
that procedures assigned to these APCs 
are not infrequently performed as 
secondary procedures to other more 
costly procedures that are assigned to 
noncomprehensive APCs. Commenters 
recommended various approaches for 
addressing this concern: (1) Applying 
complexity adjustments to these claims; 
(2) excluding high-cost procedures from 
the comprehensive APC packaging 
policy; (3) paying for the higher-cost 
service and applying a multiple 
procedure reduction to the C-APC; or 
(4) eliminating the lower paying C— 
APCs from the comprehensive APC 
payment policy methodology. 

Response: Our analysis shows a 
significant number of claims in APCs 


0427 and 0622 that contain 
noncomprehensive services that are 
more costly than the procedures 
assigned to the proposed C—APC. In 
addition, similar to APCs 0427 and 
0622, APC 0652 contains a total of three 
catheter-insertion procedures. These 
procedures are not similar to the other 
major procedures assigned to C-APCs, 
but are sometimes supportive of other 
procedures. For example, APC 0652 
includes the procedure that describes 
the placement of a pleural catheter that 
can be used for drug delivery, but is not 
a definitive therapeutic procedure 
similar to most of the other procedures 
assigned to that C-APC. Also, APCs 
0427, 0622, and 0652 are not device- 
intensive APCs, meaning that the device 
offsets are not greater than 40 percent. 
Therefore, we are accepting the 
commenters’ recommendation. We are 
not converting APCs 0427, 0622, and 
0652 into C-APCs for CY 2015. In 
addition, because we are not converting 
APC 0427 into a C-APC, we will not 
evaluate add-on CPT code 49435 for 
complexity adjustments because the 
APC that contains the base codes for 
CPT code 49435 are assigned to APC 
0427. However, we are finalizing the 
proposal to convert APC 0084 into a C- 
APC. We did not find that a significant 
number of higher cost 
noncomprehensive procedures are 
performed in conjunction with the 
procedures assigned to APC 0084. 
Unlike many of the catheter insertion 
procedures assigned to APCs 0427, 
0622, and 0652, the electrophysiology 
procedures assigned to APC 0084 are 
not supportive of other services, but are 
the definitive therapeutic procedures 
intended to treat a patient’s cardiac 
condition. 

Comment: Commenters urged CMS to 
develop adjustments to C-APC 
payments based on patient acuity or 
diagnosis to account for clinical 
complexity and patient characteristics, 
which could help mitigate the negative 
payment impact of expanding the 
comprehensive APC payment policy on 
hospitals that treat more clinically 
complex patients, such as academic 
medical centers, cancer hospitals, and 
trauma centers. 

Response: As we stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40951), section 1833(t)(2) of the Act 
provides a procedure-based payment 
methodology for the OPPS, which is 
unlike the IPPS that makes payments 
based on both diagnoses and 
procedures. Currently OPPS payments 
are not based on patient severity or 
diagnosis like payments under the IPPS. 
Therefore, we are unable to make 
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payment adjustments based on 
diagnoses. 

Comment: Commenters expressed 
concern that not implementing C-APCs 
in the ASC setting distorts the payment 
relationship between ASCs and HOPDs 
and could result in incentives to direct 
patients from one setting to another. 
Commenters recommended that CMS 
reprogram the ASC payment system 
software, as soon as possible, to allow 
the system to perform the complex logic 
needed to implement and provide 
adequate payment for the C-APCs for 
ASCs. 

Response: The commenters are correct 
that the comprehensive APC payment 
policy methodology is not being 
adopted under the ASC payment 
system. However, we do not believe that 
this policy decision will result in site- 
of-service shifts, but we will continue to 
monitor procedure volumes in both 
settings. Although OPPS payments for 
individual surgical procedures assigned 
to C-APCs are higher than ASC 
payments for the same procedures, 
under the standard noncomprehensive 
service payment methodology that 
applies in the ASC for all APCs and in 
the OPPS for noncomprehensive 
services, there remains separate 
payment for covered procedures and 
covered ancillary services that are not 
packaged under a general packaging 
policy. This continuation of separate 
payment for covered procedures and 
covered ancillary services performed in 
the ASC (which is not available in the 
OPPS for procedures performed in 
addition to the primary procedures 
assigned to C-APCs) should help 
mitigate any incentive to perform 
procedures assigned to C-APCs in the 
HOPD. However, given the significant 
difference between ASC and OPPS 
payment rates, we do not believe that 
separate payment (at the multiple 
procedure reduction reduced rate) for 
additional procedures performed in the 
ASC setting along with a procedure that 
is assigned to a C-APC will draw cases 
away from the HOPD because, in most 
cases, the overall HOPD will be higher 
than the ASC payment for the same set 
of procedures. We will consider the 
commenters’ suggestion that we develop 
new payment software for the ASC 
payment system should an opportunity 
to do so arise in the future. 

Comment: Commenters requested that 
CMS provide separate payment for 
certain services reported on a 
comprehensive claim. Some 
commenters requested that CMS 
exclude the following additional 
services from the packaging provision 
under the comprehensive APC payment 
policy: 


e Dialysis and emergency dialysis 
services. 

e Blood products. 

e Expensive diagnostic tests, such as 
angiography. 

e High-cost drugs and devices that 
account for a high percentage of the 
geometric mean cost of a C-APC. 

e Outpatient services paid under a 
payment schedule, such as laboratory 
services. 

The commenters believed that the C- 
APC payment would not adequately 
cover the cost of these services. One 
commenter believed that packaging 
payment for an otherwise separately 
payable drug when provided in 
conjunction with a comprehensive 
service may cause hospitals, in 
consultation with physicians, to choose 
a less-expensive alternative drug. 

Response: We responded to similar 
comments that disagreed with CMS’ 
proposal to package payment for various 
items and services into the C-APC 
payment in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
74865 through 74910). As previously 
stated, we disagree with the 
commenters. We believe that the central 
attribute of the comprehensive APC 
payment policy is the packaging of all 
adjunctive services, with the exception 
of those services described above that, 
according to the statute, cannot be 
packaged or the list of preventive 
services that generally would not be 
provided at the time of a major 
procedure assigned to a C-APC. We 
note that (as stated above in section 
I].A.3.a. of this final rule with comment 
period) where there are a variety of 
devices, drugs, items, and supplies that 
could be used to furnish a service, some 
of which are more expensive than 
others, packaging encourages hospitals 
to use the most cost-efficient item that 
meets the patient’s needs, rather than 
routinely using a more expensive item, 
which often results if separate payment 
is provided for the items. Furthermore, 
packaging also encourages hospitals to 
effectively negotiate with manufacturers 
and suppliers to reduce the purchase 
price of items and services (including 
drugs) or to explore alternative group 
purchasing arrangements, thereby 
encouraging the most economical health 
care delivery. 

Comment: Commenters asserted that 
the reliance on code combinations based 
on cost ranking of codes would lead to 
instability in the complexity 
adjustments from year to year, and 
overlook a large number of 
comprehensive claims with three or 
more “J1”’ services, which is common 
for the clinical complexity of 
procedures assigned to the endovascular 


revascularization family of APCs. 
Commenters suggested alternative 
methodologies for determining 
eligibility, such as applying a 
complexity adjustment to any claim that 
has three or more ‘‘J1’’ services or 
applying the cost and frequency criteria 
to all combinations of ‘‘J1”’ services. 

Response: We disagree with the 
commenters that assigning complexity 
adjustments based on cost ranking of 
primary and secondary codes is either 
insufficient or would result in 
instability of the complexity 
adjustments in future years. We 
proposed complexity adjustments for 
certain code pairs to provide a higher 
payment in the next higher APC within 
a Clinical family for high cost procedure 
pairs consisting of a primary 
comprehensive procedure and a 
secondary comprehensive procedure 
that represent sufficiently frequent and 
sufficiently costly comprehensive 
procedure pairs such that they are 
separated from and provided a higher 
payment than all of the cases that are 
accounted for in APC assignment of the 
primary service. We do not believe that 
providing a complexity adjustment to 
any claim that has three or more “J1”’ 
services or to all claims reporting pairs 
of ‘‘J1”’ services that meet the cost and 
frequency criteria would adequately 
serve the stated purpose of the policy. 
The intent of the complexity adjustment 
policy is to identify a limited number of 
costly procedure pairs for a higher 
payment at the next higher paying C-— 
APC within the clinical family, not to 
unpackage and separately pay for all of 
the high cost cases that are associated 
with the primary “‘J1’’ procedure. 
Although such a policy as the 
commenters requested could be 
beneficial to the procedures assigned to 
the endovascular C-APC family because 
of the high number of codes that can be 
billed per case, we do not believe that 
this approach would serve the other 
clinical families that do not rely on 
component coding to the same extent as 
endovascular procedures. Therefore, we 
are finalizing our proposal to base the 
complexity adjustments on code pairs 
that include the two most costly “J1”’ 
services reported on the C—APC service 
claim. 

Comment: Commenters believed that 
the cost threshold is too restrictive and 
would cause financial hardship for 
hospitals and jeopardize beneficiary 
access to care. Commenters suggested 
that CMS adjust the cost threshold to 
1.5, 1.75, or within 2 percent of the 2 
times rule limit. 

Response: In response to comments to 
the CY 2014 OPPS/ASC final rule with 
comment period, we significantly 
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lowered the cost criterion for a 
complexity adjustment from two times 
the cost of the primary procedure to two 
times the cost of the lowest cost 
procedure in the APC to which the 
primary procedure is assigned. This 
change made it significantly easier for 
code combinations to qualify for a 
complexity adjustment based on higher 
cost. We do not believe that further 
lowering of the cost criterion would be 
consistent with the objective of the 
comprehensive APC payment policy. 
We believe that lowering the cost 
criterion would result in effectively 
unpackaging too many cases from the 
primary C—APC assignment and, 
therefore, defeat the purpose of the 
policy, which is to create a 
comprehensive prospective payment for 
major, primary device-intensive 
procedures. 

Comment: Commenters expressed 
concern that claims assigned to the only 
level or the highest level C-APC within 
a Clinical family are ineligible to receive 
a complexity adjustment because there 
is no higher paying APC in the clinical 
family in which to assign these code 
combinations. Commenters requested 
that CMS add an additional C-APC 
level to these clinical families to 
provide for more granular payment 
levels and accommodate potential 
complexity adjustments. 

Response: As we stated in the CY 
2015 OPPS/ASC proposed rule, we 
would not create new APCs with a 
geometric mean cost that is higher than 
the highest cost C-APC in a clinical 
family just to accommodate potential 
complexity adjustments. Therefore, the 
highest payment for any code 
combination for services assigned to a 
C-APC would be the highest paying C- 
APC in the clinical family. We only 
found 7 code pairs out of the 219 
procedures that are assigned to the 25 
final C-APCs that would qualify for a 
complexity adjustment if a higher 
paying APC were available for 
assignment of the code combination. We 
do not believe that this small number of 
code combinations from the highest 
paying APCs in the final 12 clinical 
families of C-APCs that satisfy the 
complexity adjustment criteria 
necessitates creating additional APCs, 
especially if these APCs would be 
populated with only a few multiple 
procedure claims. In addition, in 
accordance with section 1833(t)(2)(B) of 
the Act, APCs are defined as “groups of 
covered OPD services”’ that are 
comparable clinically and with respect 
to the use of resources. If we created an 
additional new higher level APC within 
each C-APC clinical family that did not 
contain any primary comprehensive 


services and instead only contained a 
very small volume of complexity- 
adjusted code pairs, we do not believe 
that such APCs would constitute 
appropriate ‘‘groups of covered OPD 
services.” 

Comment: One commenter urged 
CMS to finalize the proposal to assign 
CPT code 0308T to APC 0351 and to 
convert APC 0351 into a C—APC. 

Response: We appreciate the 
commenter’s support. For this final rule 
with comment period, we are finalizing 
our proposal to assign CPT code 0308T 
to APC 0351 and to convert APC 0351 
into a C-APC for CY 2015. 

Comment: Commenters generally 
agreed with the proposed structure of 
the Automatic Implantable Cardiac 
Defibrillators, Pacemakers, and Related 
Devices (AICDP) C—APCs. One 
commenter specifically supported the 
assignment of CPT code 0319T to C— 
APC 108. 

Response: We appreciate the 
commenters’ support. 

Comment: Several commenters 
supported CMS’ proposed assignment of 
CPT codes 77424 and 77425 to C-APC 
0648. Another commenter believed that 
the services assigned to C-APC 0648 are 
not similar clinically or similar in 
resource costs, and suggested that CMS 
divide this C-APC into two levels. 

Response: We appreciate the 
commenters’ support for our proposal 
regarding C-APC 0648. However, we 
disagree with the commenter that the 
services assigned to C-APC 0648 are not 
similar clinically or in regard to 
resource costs. All of the seven services 
proposed to be assigned to C-APC 0648 
involve the breast. The current clinical 
application of intraoperative radiation 
therapy (IORT CPT codes 77424 and 
77425) is for breast cancer following 
lumpectomy. In regard to resource costs 
of the services assigned to C-APC 0648, 
the range from the lowest cost 
significant procedure to the highest cost 
significant procedure is between 
approximately $5,584 and $9,325, 
which is well within the 2 times rule 
limit. In addition, C-APC 0648 is a 
small APC with only 7 services and a 
total of approximately 5,000 claims 
based on CY2013 claims data. To further 
divide this C-APC would be less 
consistent with a prospective payment 
system than its proposed structure. 
Therefore, we are finalizing our 
proposal to assign CPT codes 77424 and 
77425 to C-APC 0648. 

Comment: One commenter requested 
that CMS exclude C-APC 0259 from the 
comprehensive APC payment policy. 
The commenter believed that the change 
in the procedure-to-device claim edits 
policy would result in more incorrectly 


coded claims for the procedure 
described by CPT code 69930 (Cochlear 
device implantation, with or without 
mastoidectomy), which is the only 
service assigned to C-APC 0259. 

Response: We do not believe that C— 
APC 0259 should be excluded from the 
comprehensive APC payment policy. 
The discussion of the device edits 
policy is in section II.A.2.d.1. of this 
final rule with comment period. We 
believe that hospitals will continue to 
report the cost of the cochlear implant 
when one of these devices is implanted 
into a Medicare beneficiary because the 
cost of this device is 84 percent of the 
total cost of the procedure. After 
consideration of this comment, we see 
no reason to exempt C—APC 0259 from 
the comprehensive APC payment 
policy. We are finalizing our proposal to 
convert APC 0259 into a C—-APC for CY 
2015. 

Comment: Several commenters agreed 
with CMS’ proposed structure of the 
cardiac electrophysiology C-APCs: C- 
APC 0084 (Level I Electrophysiologic 
Procedures); C-APC 0085; and C-APC 
0086 (Level III Electrophysiologic 
Procedures). One commenter requested 
that CMS reassign CPT code 93603 
(Right ventricular recording) from C- 
APC 0084 to C-APC 0085 because the 
commenter believed that the procedure 
described by CPT code 93603 is more 
similar to the procedures assigned to C— 
APC 0085 than the other procedures 
assigned to C-APC 0084. 

Response: We appreciate the 
commenters’ support. However, we 
disagree with the commenter that CPT 
code 93603 should be reassigned from 
C-APC 0084 to C-APC 0085. CPT code 
93603 is a very low-volume procedure, 
with a total of 12 claims for CY 2013. 
The geometric mean cost for CPT code 
93603 (based on these 12 claims) is 
$1,807. The geometric mean cost of the 
lowest cost significant service in C-APC 
0085 is $4,064 (CPT code 93619). 
Therefore, we believe that CPT code 
93603 lacks resource similarity to the 
procedures assigned to C-APC 0085. We 
are finalizing the structure of the cardiac 
electrophysiology C-APCs, as proposed 
for CY 2015. 

Comment: Several commenters agreed 
with CMS’ proposed structure of the 
neurostimulator APCs. Two commenters 
believed that the difference in cost 
between CPT code 61885 (Insertion or 
replacement of cranial neurostimulator 
pulse generator or receiver, direct or 
inductive coupling; with connection to 
a single electrode array) and CPT code 
61886 (Insertion or replacement of 
cranial neurostimulator pulse generator 
or receiver, direct or inductive coupling; 
with connection to 2 or more electrode 
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arrays) is too low and that the device 
costs may not be adequately captured 
based on the accuracy of the claims 
data. Another commenter recommended 
that CMS restructure the 
neurostimulator APCs to improve 
clinical coherence by limiting C-APC 
0318 to only certain full-system 
procedures, assigning all lead placement 
procedures to C-APC 0061, and 
assigning the remaining neurostimulator 
procedures to C-APC 0039. 

Response: We appreciate the 
commenters’ support. Regarding the 
commenters’ concern about the 
geometric mean cost of CPT codes 
61885 and 61886, the geometric mean 
cost of CPT code 61886 (dual channel 
procedure) is higher than CPT code 
61885 (single channel procedure), 
which is to be expected. It is important 
to remember that the C-APC payment 
policy packages all procedures 
performed with the primary procedure, 
so the cost for the primary service in a 
C-APC may be higher than the cost 
associated with single claims for the 
same service. We note that APC 
groupings are based on two factors, 
clinical similarity and resource 
similarity. The OPPS requires that we 
group services into APCs for payment 
purposes based on these two factors. 
Clinical similarity in the APC grouping 
context is by definition, and by 
necessity, is much broader than the 
comparisons that distinguish individual 
CPT codes. All of the procedures 
assigned to C-APCs 0061, 0039, and 
0318 include the various 
neurostimulator-related procedures. The 
neurostimulator family of C-APCs 
groups these procedures based on the 
geometric mean cost and clinical 
similarity of the primary service. In 
some cases, an APC includes 
implantation of a complete system of 
one type of neurostimulator and the 
implantation of either a generator alone 
or a complete system of other types. 
This is a function of the CPT coding 
system and the prospective nature of the 
comprehensive APC payment policy. 
Overall, we believe that the proposed 
structure of the neurostimulator family 
of C-APCs strikes the proper balance of 
both factors for APC construction and 
resource and clinical similarity. We are 
finalizing the proposed structure of the 
neurostimulator C-APCs, as proposed, 
and without modification. 

Comment: One commenter requested 
that CMS divide C-APC 0425 into two 
APCs because the range of procedure 
costs in this APC is too significant. 
Another commenter requested that CMS 
reassign the following CPT codes from 
APC 0208 to C-APC 0425 based on 
more appropriate resource homogeneity 


to the other procedures assigned to C— 
APC 0425: CPT codes 22551, 22554, 
22612, and 22856. 

Response: We disagree with the 
commenters’ recommendation to divide 
C-—APC 0425 into two C-APCs. The cost 
range for significant procedures within 
C-—APC 0425 (using the proposed rule 
code assignments) is between 
approximately $9,087 (for CPT code 
69714) and $15,740 (for CPT code 
24363), which is well within the 2 times 
rule limit. We agree with the 
commenters that CPT codes 22551 (with 
a geometric mean cost of $10,052), 
22554 (with a geometric mean cost of 
$8,129), 22612 (with a geometric mean 
cost of $8,451), and 22856 (with a 
geometric mean cost of $12,958) should 
be reassigned from APC 0208 (with a 
geometric mean cost of $4,267) to C- 
APC 0425 (with a geometric mean cost 
of $10,606). We believe that assigning 
these four CPT codes to C-APC 0425 
supports more appropriate resource and 
clinical similarity when compared to 
the current assignment to APC 0208. 
Otherwise, we are finalizing the 
proposed structure for C-APC 0425. 
With these additions to C-APC 0425, 
the cost range for significant procedures 
within C-APC 0425 (using the final rule 
code assignments) is between 
approximately $8,451 (for CPT code 
22612) and $15,740 (for CPT code 
24363). 

Comment: One commenter believed 
that the proposed C—APCs that include 
drug pumps would provide inadequate 
payment for its developing therapy 
because the therapy uses an advanced 
technology drug pump and a very costly 
drug. The commenter requested that 
CMS either provide complexity 
adjustments for high-cost drugs or 
unpackage the payment for certain high- 
cost drugs. 

Response: As we stated in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74908 through 
74909), we do not believe that drugs 
being supplied to the patient to fill the 
reservoir of a pump at the time of pump 
implantation should be excluded from 
the comprehensive APC payment policy 
because drugs supplied to fill the pump 
during implantation of the pump are 
adjunctive to the procedure. The costs 
of costly adjunctive services are 
included proportionally into the cost 
estimation for the primary services 
through our ability to use almost all 
claims for a service and adoption of the 
geometric mean cost upon which to 
establish relative payment weights. In 
addition, we do not believe that we 
should make complexity adjustments 
for higher cost drugs. Complexity 
adjustments are for more complex 





procedure variations that differ 
significantly from the primary “‘J1”’ 
procedure. Complexity adjustments are 
not intended as a way to provide 
separate payment for adjunctive drugs 
and supplies under the guise of a 
complexity adjustment. Therefore, we 
are not adopting this commenter’s 
suggested changes to the comprehensive 
APC payment policy. We will continue 
to monitor the development of this 
technology and consider future 
revisions to this policy as needed. 

Comment: Commenters opinions 
varied regarding CMS’ proposal to 
include C—APCs 0202 (Level V 
Gynecologic Procedures), 0385 (Level I 
Urogenital Procedures), and 0386 (Level 
II Urogenital Procedures) in the 
urogenital procedures clinical family of 
C-APCs and to allow complexity 
adjustments from C—APC 0202 to C— 
APC 0385 and complexity adjustments 
from C—APC 0385 to C-APC 0386. Some 
commenters agreed with CMS’ proposed 
structure of the urogenital procedures 
family of C-APCs, while other 
commenters opposed the proposal to 
reassign complexity adjustment code 
combinations from C—APC 0202 to C- 
APC 0385. The commenters believed 
that the procedures assigned to C-APC 
0202, which are related to female 
urogenital anatomy, are not sufficiently 
clinically similar to the primary 
procedures assigned to C-APC 0385, 
which relate to the male urogenital 
anatomy. 

Response: We appreciate the 
commenters’ support for the proposed 
structure of the urogenital procedures 
C-APC clinical family and the proposed 
approach for complexity adjustments. 
However, we disagree with the 
commenters that complexity 
adjustments should not be made from 
C-APC 0202 to C-APC 0385 because of 
insufficient clinical similarity between 
the complex procedures with a primary 
code assigned to C-APC 0202 that have 
been reassigned according to the 
complexity adjustment policy to C-APC 
0385 and the primary procedures 
assigned to C-APC 0385. Although we 
acknowledge that there are differences 
in the male and female human 
urogenital anatomy, we believe that 
many of these procedures involve 
relatively complex repairs of the 
urogenital region involving implantable 
medical devices and, therefore, it is 
appropriate to assign complexity 
adjusted code combinations from C- 
APC 0202 to the next higher paying APC 
in the urogenital procedures clinical 
family, which is C-APC 0385. 

Comment: Some commenters 
supported the proposed structure of the 
C-APCs in the endovascular clinical 
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family. Other commenters noted that 
payments for some endovascular 
procedure code combinations would be 
negatively impacted by the proposed 
structure for C-APCs 0083 (Level I 
Endovascular Procedures), 0229 Level II 
Endovascular Procedures), and 0319 
(Level II] Endovascular Procedures). The 
commenters recommended reviewing 
and revising these C-APCs and creating 
more levels beyond the proposed three 
levels of endovascular C-APCs. 


Response: We appreciate the 
commenters’ support for the proposed 
structure of the endovascular C-APC 
clinical family. We do not believe that 
additional levels of endovascular C- 
APCs are necessary at this time. We 
believe that the restructured 
endovascular C—APCs better reflect 
resource homogeneity than the CY 2014 
final structure of these C-APCs because 
the new structure has clearer 
delineations between the cost ranges of 
the procedures assigned to the three 
levels. In addition, in response to 
comments to the CY 2014 OPPS/ASC 
final rule with comment period (79 FR 
40951), we proposed less stricter 
complexity adjustment criteria, which 
resulted in more code combinations 
qualifying for higher payment than 
would have qualified under the CY 2014 
OPPS final rule complexity adjustment 
criteria. We also proposed evaluating 
certain add-on codes that are currently 
assigned to device-dependent APCs for 
complexity adjustments, and the 
overwhelming majority of these add-on 
codes are endovascular add-on codes. 
We believe that these two changes to the 
CY 2014 comprehensive APC payment 
policy sufficiently mitigate much of any 
negative payment impact for 
endovascular procedures in this 
transition from the current payment 
methodology to the comprehensive APC 













0425 


Level Il Pacemaker/Similar Procedures 
Level IIl Pacemaker/Similar Procedures 
Level |V Pacemaker/Similar Procedures 
Level | ICD and Similar Procedures 
Level Il ICD and Similar Procedures 
Level IV Breast and Skin Surgery 
Level VII ENT Procedures 
Level | Electrophysiologic Procedures 
Level Il Electrophysiologic Procedures 
Level III Electrophysiologic Procedures 
Level IV Intraocular Procedures 
Level V Intraocular Procedures 
GI Procedures with Stents 
Level Il Neurostim./Related Procedures 
Level Ill Neurostim./Related Procedures 
Level |V Neurostim./Related Procedures 
Level V Musculoskeletal Procedures 





payment methodology. As we do 
annually, we will reevaluate the need 
for adjustments to the endovascular 
family of C-APCs. 

Comment: In the CY 2015 OPPS/ASC 
proposed rule (79 FR 40950 through 
40951) in response to a comment to the 
CY 2014 OPPS/ASC final rule with 
comment period, we proposed to 
continue to pay for stem cell transplant 
procedures as we have done for many 
years through APCs 0111 (Blood 
Product Exchange) and 0112 (Apheresis 
and Stem Cell Procedures). We stated 
that we would not create a C-APC for 
stem cell transplant procedures. Some 
commenters supported this approach. 
Other commenters requested that CMS 
create a C-APC for these procedures. 

Response: Based on the rationale 
discussed in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40950 through 
40951), we will continue to pay for stem 
cell transplant procedures through APCs 
0111 and 0112 in CY 2015. 

(4) Statement of Final Policy and List 
of CY 2015 C—APCs. 

As we discussed earlier, in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40941 through 40953), we proposed to 
continue to define a comprehensive 
service as a Classification for the 
provision of a primary service and all 
adjunctive services and supplies 
reported on the hospital Medicare Part 
B claim, with few exceptions, resulting 
in a single beneficiary copayment per 
claim. The comprehensive APC 
payment bundle policy includes all 
hospital services reported on the claim 
that are covered under Medicare Part B, 
except for the excluded services or 
services requiring separate payment by 
statute as noted above. We proposed to 
continue to define a clinical family of 
C-APCs as a set of clinically related C- 
APCs that represent different resource 
levels of clinically comparable services. 


TABLE 7—CY 2015 C—APCS 


APC title 


After consideration of the public 
comments we received, we are 
finalizing our proposals, with some 
minor modifications, for establishment 
of C-APCs. In this final rule with 
comment period, we are establishing a 
total of 25 C-APCs within 12 clinical 
families for CY 2015, as described below 
in Table 7. 

We are establishing a comprehensive 
APC payment methodology that adheres 
to the same basic principles as those 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period, with 
the following changes for CY 2015: 

e We are reorganizing and 
consolidating several of the current 
device-dependent APCs and the CY 
2014 C—APCs. 

e We are expanding the 
comprehensive APC payment policy to 
include all device-dependent APCs, 
except for APCs 0427, 0622, and 0652. 

e¢ We are creating two other new C— 
APCs (C—APC 0067 and C—APC 0351). 

e We are establishing new complexity 
adjustment criteria: 

» Frequency of 25 or more claims 
reporting the HCPCS code combination 
(the frequency threshold); and 

# Violation of the ‘2 times’’ rule (the 
cost threshold). 

e We are establishing a policy to 
package all add-on codes, although we 
evaluate claims reporting a single 
primary service code reported in 
combination with an applicable add-on 
code (we refer readers to Table 8 below 
for the list of applicable add-on codes) 
for complexity adjustments. 

Addendum J to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site) 
contains all of the data related to the 
comprehensive APC payment policy, 
including the list of complexity 
adjustments. 





CY 2015 
payment 





$6,542.78 
9,489.74 
16,400.98 
22,907.64 
30,806.39 
7,461.40 
29,706.85 
872.92 
4,633.33 
14,356.62 
8,446.54 
23,075.30 
3,173.83 
5,288.58 
17,099.35 
26,152.16 
10,220.00 
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Clinical family * 


C—APC 





*Clinical Family Descriptor Key: 


Implantation of Drug Infusion Device 
Single Session Cranial SRS 
Level V Gynecologic Procedures 
Level | Urogenital Procedures 
Level Il Urogenital Procedures 
Level | Endovascular Procedures 

Level Il Endovascular Procedures 
Level Ill Endovascular Procedures 


TABLE 7—CY 2015 C-APCS—Continued 


APC title 


AICDP = Automatic Implantable Cardiac Defibrillators, Pacemakers, and Related Devices. 


BREAS = Breast Surgery. 

ENTXX = ENT Procedures. 

EPHYS = Cardiac Electrophysiology. 
EYEXX = Ophthalmic Surgery. 
GIXXX = Gastrointestinal Procedures. 
NSTIM = Neurostimulators. 

ORTHO = Orthopedic Surgery. 


PUMPS = Implantable Drug Delivery Systems. 


RADTX = Radiation Oncology. 
UROGN = Urogenital Procedures. 
VASCX = Vascular Procedures. 


TABLE 8—CY 2015 PACKAGED CPT 

ADD-ON CODES THAT ARE EVALU- 
ATED FOR A COMPLEXITY ADJUST- 
MENT 


CY 2015 
CPT/ 
HCPCS CY 2015 short descriptor 
add-on 
code 

wa a 
THANE 2203: Place breast cath for rad. 
KS 6 7.7. L ventric pacing lead add-on. 
SIAAS vscsise Iliac revasc add-on. 
DIMAS céssecs lliac revasc w/stent add-on. 
BIAOS sicxen Tib/per revasc add-on. 
DISSE svessns Tibper revasc w/ather add-on. 
37234 ....... Revsc opn/prq tib/pero stent. 
6 7 76 5 ee Tib/per revasc stnt & ather. 
DEAE sixses. Open/perq place stent ea add. 
SIAR cassis Open/perg place stent ea add. 
GAGE isis. Prq cardiac angio addl art. 
92925 .....:. Prq card angio/athrect addl. 
92922 0.4: Prq card stent w/angio addl. 
92934 ....... Prq card stent/ath/angio. 
92938 ....... Prq revasc byp graft add. 
92944 ....... Prq card revasc chronic add. 
92998 ....... Pul art balloon repr precut. 
C9601 ...... Perc drug-el cor stent bran. 
C9603 ...... Perc d-e cor stent ather br. 
C9605 ...... Perc d-e cor revasc t cabg b. 
C9608 ...... Perc d-e cor revasc chro add. 





f. Calculation of Composite APC 
Criteria-Based Costs 


As discussed in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66613), we believe it is important 
that the OPPS enhance incentives for 
hospitals to provide necessary, high 
quality care as efficiently as possible. 
For CY 2008, we developed composite 
APCs to provide a single payment for 
groups of services that are typically 
performed together during a single 
clinical encounter and that result in the 
provision of a complete service. 


Combining payment for multiple, 
independent services into a single OPPS 
payment in this way enables hospitals 
to manage their resources with 
maximum flexibility by monitoring and 
adjusting the volume and efficiency of 
services themselves. An additional 
advantage to the composite APC model 
is that we can use data from correctly 
coded multiple procedure claims to 
calculate payment rates for the specified 
combinations of services, rather than 
relying upon single procedure claims 
which may be low in volume and/or 
incorrectly coded. Under the OPPS, we 
currently have composite policies for 
extended assessment and management 
services, low dose rate (LDR) prostate 
brachytherapy, cardiac 
electrophysiologic evaluation and 
ablation services, mental health 
services, multiple imaging services, and 
cardiac resynchronization therapy 
services. We refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period for a full discussion of 
the development of the composite APC 
methodology (72 FR 66611 through 
66614 and 66650 through 66652) and 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74163) for more 
recent background. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40953), for CY 2015, we 
proposed to continue our composite 
APC payment policies for LDR prostate 
brachytherapy services, mental health 
services, and multiple imaging services, 
as discussed below. In addition, we 
noted that we finalized a policy in the 
CY 2014 OPPS/ASC final rule with 
comment period to modify our 
longstanding policy to provide payment 
to hospitals in certain circumstances 
when extended assessment and 


CY 2015 
payment 


15,566.34 
9,765.40 
3,977.63 
6,822.35 

13,967.97 
4,537.45 
9,624.10 

14,840.64 





management of a patient occur (78 FR 
74910 through 74912). For CY 2014, we 
created one new composite APC, 
entitled “Extended Assessment and 
Management (EAM) Composite” (APC 
8009), to provide payment for all 
qualifying extended assessment and 
management encounters rather than 
recognize two levels of EAM composite 
APCs (78 FR 74910 through 74912). 
Under this policy, we allow any visits, 
a Level 4 or 5 Type A ED visit or a Level 
5 Type B ED visit furnished by a 
hospital in conjunction with 
observation services of substantial 
duration to qualify for payment through 
EAM composite APC 8009. In the CY 
2015 OPPS/ASC proposed rule (79 FR 
40953 to 40954), we proposed to pay for 
qualifying extended assessment and 
management services through composite 
APC 8009. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40953), we also proposed to 
discontinue our composite APC 
payment policies for cardiac 
electrophysiologic evaluation and 
ablation services (APC 8000), and to pay 
for these services through 
comprehensive APC 0086 (Level III 
Electrophysiologic Procedures), as 
presented in a proposal included under 
section II.A.2.e. of the CY 2015 OPPS/ 
ASC proposed rule. As such, in the CY 
2015 OPPS/ASC proposed rule, we 
proposed to delete APC 8000 for CY 
2015 (79 FR 40953). 

We note that we finalized a policy to 
discontinue and supersede the cardiac 
resynchronization therapy composite 
APC with comprehensive APC 0108 
(Level II Implantation of Cardioverter- 
Defibrillators (ICDs)), as discussed in 
section II.A.2.e. of the CY 2014 OPPS/ 
ASC final rule with comment period (78 
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FR 74902). For CY 2014, APC 0108 is 
classified as a composite APC, as 
discussed in the CY 2014 OPPS/ASC 
final rule with comment period, because 
comprehensive APCs were not made 
effective until CY 2015 (78 FR 74925). 
For CY 2015, with the implementation 
of our new comprehensive APC policy, 
in the CY 2015 OPPS/ASC proposed 
rule, we proposed to effectuate the 
policy finalized in the CY 2014 OPPS/ 
ASC final rule with comment period, 
and pay for cardiac resynchronization 
therapy services through comprehensive 
APC 0108 (proposed to be renamed 
“Level II ICD and Similar Procedures’’), 
which is discussed in section II.A.2.e. of 
the CY 2015 proposed rule (79 FR 
40953). 


(1) Extended Assessment and 
Management Composite APC (APC 
8009) 

Beginning in CY 2008, we included 
composite APC 8002 (Level I Extended 
Assessment and Management (EAM) 
Composite) and composite APC 8003 
(Level II Extended Assessment and 
Management (EAM) Composite) in the 
OPPS to provide payment to hospitals 
in certain circumstances when extended 
assessment and management of a patient 
occur (an extended visit). In most of 
these circumstances, observation 
services are furnished in conjunction 
with evaluation and management 
services as an integral part of a patient’s 
extended encounter of care. From CY 
2008 through CY 2013, in the 
circumstances when 8 or more hours of 
observation care was provided in 
conjunction with a high level visit, 
critical care, or direct referral for 
observation, was an integral part of a 
patient’s extended encounter of care, 
and was not furnished on the same day 
as surgery or post-operatively, a single 
OPPS payment was made for the 
observation and evaluation and 
management services through one of the 
two composite APCs, as appropriate. We 
refer readers to the CY 2012 OPPS/ASC 
final rule with comment period (76 FR 
74163 through 74165) for a full 
discussion of this longstanding policy 
for CY 2013 and prior years. In the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74910), we 
created one new composite APC, APC 
8009 (Extended Assessment and 
Management (EAM) Composite), to 
provide payment for all qualifying 
extended assessment and management 
encounters rather than recognizing two 
levels of EAM composite services. 
Under the CY 2014 finalized policy, we 
no longer recognize composite APC 
8002 or APC 8003. Beginning in CY 
2014, we allowed services identified by 








the new single clinic visit HCPCS code 
G0463, a Level 4 or 5 Type A ED visit 
(CPT code 99284 or 99285), a Level 5 
Type B ED visit (HCPCS code G0384), 
or critical care (CPT code 99291) 
provided by a hospital in conjunction 
with observation services of substantial 
duration (8 or more hours) (provided the 
observation was not furnished on the 
same day as surgery or post-operatively) 
(78 FR 74910 through 74912) to qualify 
for payment through EAM composite 
APC 8009. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40953 through 40954), for 
CY 2015, we proposed to continue our 
CY 2014 finalized policy to provide 
payment for all qualifying extended 
assessment and management encounters 
through composite APC 8009. As we did 
for CY 2014, in the CY 2015 OPPS/ASC 
proposed rule, for CY 2015, we 
proposed to allow a clinic visit and 
certain high level ED visits furnished by 
a hospital in conjunction with 
observation services of substantial 
duration (8 or more hours) to qualify for 
payment through the EAM composite 
APC 8009 (provided the observation is 
not furnished on the same day as 
surgery or post-operatively). 
Specifically, we proposed to continue to 
allow a clinic visit, a Level 4 or Level 
5 Type A ED visit, or a Level 5 Type B 
ED visit furnished by a hospital or a 
direct referral for observation (identified 
by HCPCS code G0379) performed in 
conjunction with observation services of 
substantial duration to qualify for 
payment through composite APC 8009 
(provided the observation is not 
furnished on the same day as surgery or 
post-operatively). We note that, for CY 
2015, we also proposed to continue our 
current policy where one service code 
describes all clinic visits. We refer 
readers to the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 74910 
through 74912) for a full discussion of 
the creation of composite APC 8009. 

As we noted in the CY 2014 OPPS/ 
ASC final rule with comment period, 
the historical cost data used annually to 
calculate the geometric mean costs and 
payment rate for composite APC 8009 
would not reflect the single clinic visit 
code that was new for CY 2014 (HCPCS 
code G0463) until our CY 2016 
rulemaking cycle. We stated in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74910 through 
74912) that when hospital claims data 
for the CY 2014 clinic and ED visit 
codes become available, we would 
calculate the geometric mean cost for 
EAM composite APC 8009 using CY 
2014 single and ‘“‘pseudo” single 
procedure claims that meet each of the 
following criteria: 


e The claims do not contain a HCPCS 
code to which we have assigned status 
indicator ‘“T” that is reported with a 
date of service 1 day earlier than the 
date of service associated with HCPCS 
code G0378. (By selecting these claims 
from single and ‘‘pseudo”’ single claims, 
we ensure that they would not contain 
a code for a service with status indicator 
“T”’ on the same date of service.) 

e The claims contain 8 or more units 
of services described by HCPCS code 
G0378 (Observation services, per hour.) 

e The claims contain one of the 
following codes: HCPCS code G0379 
(Direct referral of patient for hospital 
observation care) on the same date of 
service as HCPCS code G0378; CPT code 
99291 (Critical care, evaluation and 
management of the critically ill or 
critically injured patient; first 30-74 
minutes); or HCPCS code G0463 
(Hospital outpatient clinic visit for 
assessment and management of a 
patient) provided on the same date of 
service or 1 day before the date of 
service for HCPCS code G0378. 

Because we have no available cost 
data for HCPCS code G0463, for CY 
2015, we proposed to calculate the 
geometric mean cost for procedures 
assigned to APC 8009 using CY 2013 
single and “pseudo”’ single procedure 
claims that met each of the following 
criteria: 

¢ The claim did not contain a HCPCS 
code to which we have assigned status 
indicator ““T” that is reported with a 
date of service 1 day earlier than the 
date of service associated with HCPCS 
code G0378. (By selecting these claims 
from single and ‘‘pseudo” single claims, 
we assured that they would not contain 
a code for a service with status indicator 
“T’’ on the same date of service.) 

e The claim contained 8 or more 
units of services described by HCPCS 
code G0378 (Observation services, per 
hour.) 

e The claim contained one of the 
following codes: HCPCS code G0379 
(Direct referral of patient for hospital 
observation care) on the same date of 
service as HCPCS code G0378; or CPT 
code 99201 (Office or other outpatient 
visit for the evaluation and management 
of a new patient (Level 1)); CPT code 
99202 (Office or other outpatient visit 
for the evaluation and management of a 
new patient (Level 2)); CPT code 99203 
(Office or other outpatient visit for the 
evaluation and management of a new 
patient (Level 3)); CPT code 99204 
(Office or other outpatient visit for the 
evaluation and management of a new 
patient (Level 4)); CPT code 99205 
(Office or other outpatient visit for the 
evaluation and management of a new 
patient (Level 5)); CPT code 99211 
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(Office or other outpatient visit for the 
evaluation and management of an 
established patient (Level 1)); CPT code 
99212 (Office or other outpatient visit 
for the evaluation and management of 
an established patient (Level 2)); CPT 
code 99213 (Office or other outpatient 
visit for the evaluation and management 
of an established patient (Level 3)); CPT 
code 99214 (Office or other outpatient 
visit for the evaluation and management 
of an established patient (Level 4)); CPT 
code 99215 (Office or other outpatient 
visit for the evaluation and management 
of an established patient (Level 5)); CPT 
code 99284 (Emergency department 
visit for the evaluation and management 
of a patient (Level 4)); CPT code 99285 
(Emergency department visit for the 
evaluation and management of a patient 
(Level 5)); HCPCS code G0384 (Type B 
emergency department visit (Level 5)); 
or CPT code 99291 (Critical care, 
evaluation and management of the 
critically ill or critically injured patient; 
first 30-74 minutes) provided on the 
same date of service or 1 day before the 
date of service for HCPCS code G0378. 
The proposed CY 2015 geometric 
mean cost resulting from this 
methodology for EAM composite APC 
8009 was approximately $1,287. 
Comment: One commenter urged 
CMS to consider options to minimize 
the financial burden for the beneficiary 
associated with self-administered drugs 
while the beneficiary is receiving 
observation services. The commenter 
also supported efforts to count 
outpatient observation toward the 
Medicare skilled nursing facility (SNF) 
3-day stay requirement. Another 
commenter expressed concern that 
paying for all qualifying EAM 
encounters through a single composite 
APC is likely to penalize certain 
outpatient facilities, such as those that 
are attached to safety-net or teaching 
hospitals, which treat more complex 
patients and populations. The 
commenter urged CMS to monitor and 
accept provider feedback concerning the 
impact of this coding change to ensure 
that it does not create financial pressure 
or incentives to admit borderline cases, 
deny treatment, or otherwise negatively 
affect clinical decision making. 
Response: The comments related to 
beneficiary liability associated with self- 
administered drugs and counting 
outpatient observation toward the SNF 
3-day qualifying stay are outside the 
scope of the proposed regulations. We 
do not believe that paying for all 
qualifying EAM encounters through a 
single composite APC is likely to 
penalize certain outpatient facilities that 
treat more complex patients and 
populations. We believe that this 


proposal accurately accounts for the 
cost of providing an extended 
assessment and management service 
and that this proposal does not have any 
substantial impact on any particular 
type of facility or patient type. We also 
do not believe that paying for all 
qualifying EAM encounters through a 
single composite APC creates any 
financial pressure or incentives to admit 
borderline cases, deny treatment, or 
otherwise negatively affect clinical 
decision making. We continue to expect 
hospitals to provide the appropriate 
medical care to all beneficiaries. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to continue our CY 2014 
finalized policy to provide payment for 
all qualifying extended assessment and 
management encounters through 
composite APC 8009 for CY 2015. We 
also are finalizing our proposal, without 
modification, to continue to allow a 
clinic visit and certain high level ED 
visits furnished by a hospital in 
conjunction with observation services of 
substantial duration (8 or more hours) to 
qualify for payment through EAM 
composite APC 8009 (provided the 
observation is not furnished on the same 
day as surgery or post-operatively). The 
final CY 2015 geometric mean cost 
resulting from this methodology for 
EAM composite APC 8009 is 
approximately $1,281. 


(2) Low Dose Rate (LDR) Prostate 
Brachytherapy Composite APC (APC 
8001) 


LDR prostate brachytherapy is a 
treatment for prostate cancer in which 
hollow needles or catheters are inserted 
into the prostate, followed by 
permanent implantation of radioactive 
sources into the prostate through the 
needles/catheters. At least two CPT 
codes are used to report the composite 
treatment service because there are 
separate codes that describe placement 
of the needles/catheters and the 
application of the brachytherapy 
sources: CPT code 55875 (Transperineal 
placement of needles or catheters into 
prostate for interstitial radioelement 
application, with or without cystoscopy) 
and CPT code 77778 (Interstitial 
radiation source application; complex), 
which are generally present together on 
claims for the same date of service in 
the same operative session. In order to 
base payment on claims for the most 
common clinical scenario, and to 
further our goal of providing payment 
under the OPPS for a larger bundle of 
component services provided in a single 
hospital encounter, beginning in CY 
2008, we began providing a single 


payment for LDR prostate brachytherapy 
when the composite service, reported as 
CPT codes 55875 and 77778, is 
furnished in a single hospital encounter. 
We base the payment for composite APC 
8001 (LDR Prostate Brachytherapy 
Composite) on the geometric mean cost 
derived from claims for the same date of 
service that contain both CPT codes 
55875 and 77778 and that do not 
contain other separately paid codes that 
are not on the bypass list. We refer 
readers to the CY 2008 OPPS/ASC final 
rule with comment period (72 FR 66652 
through 66655) for a full history of 
OPPS payment for LDR prostate 
brachytherapy services and a detailed 
description of how we developed the 
LDR prostate brachytherapy composite 
APC. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40955), for CY 2015, we 
proposed to continue to pay for LDR 
prostate brachytherapy services using 
the composite APC payment 
methodology proposed and 
implemented for CY 2008 through CY 
2014. That is, we proposed to use CY 
2013 claims reporting charges for both 
CPT codes 55875 and 77778 on the 
same date of service with no other 
separately paid procedure codes (other 
than those on the bypass list) to 
calculate the proposed payment rate for 
composite APC 8001. Consistent with 
our CY 2008 through CY 2014 practice, 
in the CY 2015 OPPS/ASC proposed 
rule (79 FR 40955), we proposed not to 
use the claims that meet these criteria in 
the calculation of the geometric mean 
costs of procedures or services assigned 
to APC 0163 (Level IV 
Cystourethroscopy and Other 
Genitourinary Procedures) and APC 
0651 (Complex Interstitial Radiation 
Source Application), the APCs to which 
CPT codes 55875 and 77778 are 
assigned, respectively. We proposed to 
continue to calculate the geometric 
mean costs of procedures or services 
assigned to APCs 0163 and 0651 using 
single and “pseudo”’ single procedure 
claims. We continue to believe that this 
composite APC contributes to our goal 
of creating hospital incentives for 
efficiency and cost containment, while 
providing hospitals with the most 
flexibility to manage their resources. We 
also continue to believe that data from 
claims reporting both services required 
for LDR prostate brachytherapy provide 
the most accurate geometric mean cost 
upon which to base the proposed 
composite APC payment rate. 

Using a partial year of CY 2013 claims 
data available for the CY 2015 OPPS/ 
ASC proposed rule, we were able to use 
379 claims that contained both CPT 
codes 55875 and 77778 to calculate the 
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proposed geometric mean cost of 
approximately $3,669 for these 
procedures upon which the proposed 
CY 2015 payment rate for composite 
APC 8001 is based. 

Comment: Several commenters 
expressed concern that the proposed 
payment rate for APC 8001 is based only 
on 379 claims that reported both CPT 
codes 55875 and 77778 on the same 
date of service, a significant decrease 
from the CY 2014 final rule claims data 
used for ratesetting when 591 claims 
were available. Commenters also noted 
that the proposed payment rate of 
$3,504.02 yields an 8.9 percent decrease 
in payment compared to the CY 2014 
payment rate of $3,844.64. One 
commenter opined that the decrease in 
payment for these services is partially 
due to the number of brachytherapy 
procedures provided in the hospital 
outpatient setting. A few commenters 
urged CMS to closely monitor the 
number of claims used to set the 
payment rate for this APC and to 
consider other ratesetting methodologies 
if the number of claims continues to 
decrease. Several commenters expressed 
that the low volume of claims reporting 
outpatient brachytherapy services also 
affected other APCs, notably APC 0312 
(Radioelement Applications) and APC 
0651 (Complex Interstitial Radiation 
Source Application), and cited 
additional decreases in the volume of 
claims used for ratesetting for these 
APCs. 

Response: The CY 2015 final rule 
claims data show that 406 claims were 
available and used to set the payment 
rate for APC 8001, with a geometric 
mean cost of approximately $3,745, 
compared to the proposed rule claims 
data that showed 379 claims available 
and used for ratesetting, with a 
geometric mean cost of approximately 
$3,669. In response to comments 
regarding the decrease in the number of 
claims available for CY 2015 ratesetting 
and the geometric mean cost relative to 
the number of claims available for CY 
2014 ratesetting and the geometric mean 
cost, we note that there is typically 
some fluctuation in costs from year to 
year. We acknowledge that the number 
of claims available and used for 
ratesetting for APC 8001 has decreased 
over recent years. However, the 
percentage of single frequency claims 
compared to total claims that we were 
able to use for ratesetting in this final 
rule with comment period is 
comparable to prior years. In addition, 
evaluation of the claims data for the 4 
years prior to CY 2014 indicated that the 
mean or median costs used for 
ratesetting for APC 8001 were lower in 
those years than CY 2014 or CY 2015 





cost levels. For APC 0651, based on 
final rule claims data, there are 62 single 
frequency claims out of a total of 3,785 
claims, with a geometric mean cost of 
approximately $988. For APC 0312, 
based on final rule claims data, there are 
26 single frequency claims out of a total 
of 378 claims, with a geometric mean 
cost of approximately $411. We agree 
with the commenters’ assertion that it 
appears that there are an increasing 
number of radiation oncological 
technologies that are competing with 
prostate brachytherapy, which may be 
contributing to a decreased number of 
claims available for ratesetting for these 
APCs. As we stated in the CY 2014 
OPPS/ASC final rule with comment 
period, we will continue to evaluate 
additional refinements and 
improvements to our ratesetting 
methodologies in order to maximize the 
use of claims data (78 FR 74913). In 
addition, we will continue to explore 
means by which we can use a larger 
volume of claims to establish the 
payment rate for APC 0312 and APC 
0651. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to continue use of 
composite APC 8001 for CY 2015 and to 
set the payment rate for this APC using 
our established methodology. The final 
geometric mean cost for composite APC 
8001 for CY 2015 is approximately 
$3,745. 


(3) Mental Health Services Composite 
APC (APC 0034) 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40955), for CY 2015, we 
proposed to continue our longstanding 
policy of limiting the aggregate payment 
for specified less resource-intensive 
mental health services furnished on the 
same date to the payment for a day of 
partial hospitalization services provided 
by a hospital, which we consider to be 
the most resource-intensive of all 
outpatient mental health services. We 
refer readers to the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18452 through 18455) for the initial 
discussion of this longstanding policy 
and the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74168) for 
more recent background. 

Specifically, in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40955), we 
proposed that when the aggregate 
payment for specified mental health 
services provided by one hospital to a 
single beneficiary on one date of service 
based on the payment rates associated 
with the APCs for the individual 
services exceeds the maximum per diem 
payment rate for partial hospitalization 


services provided by a hospital, those 
specified mental health services would 
be assigned to APC 0034 (Mental Health 
Services Composite). We also proposed 
to continue to set the payment rate for 
APC 0034 at the same payment rate that 
we proposed to establish for APC 0176 
(Level II Partial Hospitalization (4 or 
more services) for hospital-based PHPs), 
which is the maximum partial 
hospitalization per diem payment rate 
for a hospital, and that the hospital 
continue to be paid one unit of APC 
0034 (79 FR 40955). Under this policy, 
the 1/OCE would continue to determine 
whether to pay for these specified 
mental health services individually, or 
to make a single payment at the same 
payment rate established for APC 0176 
for all of the specified mental health 
services furnished by the hospital on 
that single date of service. We continue 
to believe that the costs associated with 
administering a partial hospitalization 
program at a hospital represent the most 
resource-intensive of all outpatient 
mental health services. Therefore, we do 
not believe that we should pay more for 
mental health services under the OPPS 
than the highest partial hospitalization 
per diem payment rate for hospitals. 
We did not receive any public 
comments on this proposal. Therefore, 
we are finalizing our CY 2015 proposal, 
without modification, to continue our 
longstanding policy of limiting the 
aggregate payment for specified less 
resource-intensive mental health 
services furnished on the same date to 
a single beneficiary by a hospital to the 
payment rate for APC 0176, which is the 
maximum partial hospitalization per 
diem payment for a hospital for CY 
2015. 


(4) Multiple Imaging Composite APCs 
(APCs 8004, 8005, 8006, 8007, and 
8008) 

Effective January 1, 2009, we provide 
a single payment each time a hospital 
bills more than one imaging procedure 
within an imaging family on the same 
date of service, in order to reflect and 
promote the efficiencies hospitals can 
achieve when performing multiple 
imaging procedures during a single 
session (73 FR 41448 through 41450). 
We utilize three imaging families based 
on imaging modality for purposes of this 
methodology: (1) Ultrasound; (2) 
computed tomography (CT) and 
computed tomographic angiography 
(CTA); and (3) magnetic resonance 
imaging (MRI) and magnetic resonance 
angiography (MRA). The HCPCS codes 
subject to the multiple imaging 
composite policy and their respective 
families are listed in Table 12 of the CY 
2014 OPPS/ASC final rule with 
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comment period (78 FR 74920 through 
74924). 

While there are three imaging 
families, there are five multiple imaging 
composite APCs due to the statutory 
requirement under section 1833(t)(2)(G) 
of the Act that we differentiate payment 
for OPPS imaging services provided 
with and without contrast. While the 
ultrasound procedures included in the 
policy do not involve contrast, both CT/ 
CTA and MRI/MRA scans can be 
provided either with or without 
contrast. The five multiple imaging 
composite APCs established in CY 2009 
are: 

e APC 8004 (Ultrasound Composite); 

e APC 8005 (CT and CTA without 
Contrast Composite); 

e APC 8006 (CT and CTA with 
Contrast Composite); 

e APC 8007 (MRI and MRA without 
Contrast Composite); and 

e APC 8008 (MRI and MRA with 
Contrast Composite). 

We define the single imaging session 
for the “‘with contrast” composite APCs 
as having at least one or more imaging 
procedures from the same family 
performed with contrast on the same 
date of service. For example, if the 
hospital performs an MRI without 
contrast during the same session as at 
least one other MRI with contrast, the 
hospital will receive payment for APC 
8008, the “with contrast” composite 
APC. 

We make a single payment for those 
imaging procedures that qualify for 
composite APC payment, as well as any 
packaged services furnished on the 
same date of service. The standard 
(noncomposite) APC assignments 
continue to apply for single imaging 
procedures and multiple imaging 
procedures performed across families. 
For a full discussion of the development 
of the multiple imaging composite APC 
methodology, we refer readers to the CY 
2009 OPPS/ASC final rule with 
comment period (73 FR 68559 through 
68569). 

In the CY 2015 OPPS/ASC proposed 
rule, for CY 2015, we proposed to 
continue to pay for all multiple imaging 
procedures within an imaging family 





performed on the same date of service 
using the multiple imaging composite 
APC payment methodology (79 FR 
40956). We continue to believe that this 
policy will reflect and promote the 
efficiencies hospitals can achieve when 
performing multiple imaging procedures 
during a single session. 

The proposed CY 2015 payment rates 
for the five multiple imaging composite 
APCs (APC 8004, APC 8005, APC 8006, 
APC 8007, and APC 8008) were based 
on geometric mean costs calculated 
from a partial year of CY 2013 claims 
available for the proposed rule that 
qualified for composite payment under 
the current policy (that is, those claims 
with more than one procedure within 
the same family on a single date of 
service). To calculate the proposed 
geometric mean costs, we used the same 
methodology that we used to calculate 
the final CY 2013 and CY 2014 
geometric mean costs for these 
composite APCs, as described in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 74918). The 
imaging HCPCS codes referred to as 
“overlap bypass codes”’ that we 
removed from the bypass list for 
purposes of calculating the proposed 
multiple imaging composite APC 
geometric mean costs, pursuant to our 
established methodology as stated in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74918), are 
identified by asterisks in Addendum N 
to the CY 2015 OPPS/ASC proposed 
rule (which is available via the Internet 
on the CMS Web site) and are discussed 
in more detail in section II.A.1.b. of that 
proposed rule. 

For the CY 2015 OPPS/ASC proposed 
rule, we were able to identify 
approximately 636,000 “single session’’ 
claims out of an estimated 1.6 million 
potential composite APC cases from our 
ratesetting claims data, approximately 
40 percent of all eligible claims, to 
calculate the proposed CY 2015 
geometric mean costs for the multiple 
imaging composite APCs. 

Table 8 of the proposed rule (79 FR 
40956 through 40958) listed the 
proposed HCPCS codes that would be 
subject to the multiple imaging 


composite APC policy and their 
respective families and approximate 
composite APC geometric mean costs 
for CY 2015. 


Comment: A few commenters 
expressed concern that the multiple 
imaging composite APCs may 
undercompensate providers for imaging 
procedures. These commenters 
recommended that CMS provide an 
analysis of the effects of reductions in 
imaging payments due to the composite 
APC policy on utilization. The 
commenters recommended that CMS 
provide separate payment for each 
imaging procedure in light of reductions 
to payment for imaging procedures. 


Response: We continue to believe that 
our multiple imaging composite policies 
reflect and promote the efficiencies 
hospitals can achieve when performing 
multiple imaging procedures during a 
single session, and some of those 
efficiencies result in lower payments 
due to cost savings from furnishing 
multiple imaging services on the same 
date. We will continue to monitor the 
multiple imaging composite APC 
ratesetting methodology and the cost of 
providing imaging services. If 
appropriate, we may report any 
information to the HOP Panel, or 
discuss and propose changes to the 
multiple imaging composite APCs in 
rulemaking in the future. 


After consideration of the public 
comments received, we are finalizing 
our proposal to continue the use of 
multiple imaging composites without 
modification. We were able to identify 
approximately 661,000 million ‘‘single 
session”’ claims out of an estimated 1.68 
million potential composite cases from 
our CY 2013 ratesetting claims data, 
approximately 39 percent of all eligible 
claims, to calculate the final CY 2015 
geometric mean costs for the multiple 
imaging composite APCs. 

Table 9 below lists the HCPCS codes 
that will be subject to the multiple 
imaging composite APC policy and their 
respective families and approximate 
composite APC geometric mean costs 
for CY 2015. 


TABLE 9—OPPS IMAGING FAMILIES AND MULTIPLE IMAGING PROCEDURE COMPOSITE APCS 


Family 1—Ultrasound 








CY 2015 APC 8004 (Ultrasound composite) 








Us exam, chest. 

Us exam, abdom, complete. 
Echo exam of abdomen. 

Us exam abdo back wall, comp. 
Us exam abdo back wall, lim. 
Us exam k transpl w/Doppler. 
Echo exam, uterus. 


CY 2015 Approximate APC geometric mean cost = $296 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66815 








TABLE 9—OPPS IMAGING FAMILIES AND MULTIPLE IMAGING PROCEDURE Composite APCS—Continued 






Us exam, pelvic, complete. 
Us exam, scrotum. 
Us exam, pelvic, limited. 





Family 2—CT and CTA with and without Contrast 





CY 2015 APC 8005 (CT and CTA without Contrast 
Composite)* 








CY 2015 Approximate APC Geometric Mean Cost = $325 


Ct head/brain w/o dye. 

Ct orbit/ear/fossa w/o dye. 
Ct maxillofacial w/o dye. 

Ct soft tissue neck w/o dye. 
Ct thorax w/o dye. 

Ct neck spine w/o dye. 

Ct chest spine w/o dye. 

Ct lumbar spine w/o dye. 
Ct pelvis w/o dye. 

Ct upper extremity w/o dye. 
Ct lower extremity w/o dye. 
Ct abdomen w/o dye. 

Ct colonography, w/o dye. 
Ct angio abd & pelvis. 





CY 2015 Approximate APC Geometric Mean Cost = $548 








Ct maxillofacial w/dye. 

Ct head/prain w/dye. 

Ct head/brain w/o & w/dye. 

Ct orbit/ear/fossa w/dye. 

Ct orbit/ear/fossa w/o & w/dye. 
Ct maxillofacial w/o & w/dye. 
Ct soft tissue neck w/dye. 

Ct sft tsue nck w/o & w/dye. 
Ct angiography, head. 

Ct angiography, neck. 

Ct thorax w/dye. 

Ct thorax w/o & w/dye. 

Ct angiography, chest. 

Ct neck spine w/dye. 

Ct neck spine w/o & w/dye. 

Ct chest spine w/dye. 

Ct chest spine w/o & w/dye. 
Ct lumbar spine w/dye. 

Ct lumbar spine w/o & w/dye. 
Ct angiograph pelv w/o & w/dye. 
Ct pelvis w/dye. 

Ct pelvis w/o & w/dye. 

Ct upper extremity w/dye. 

Ct uppr extremity w/o & w/dye. 
Ct angio upr extrm w/o & w/dye. 
Ct lower extremity w/dye. 

Ct lwr extremity w/o & w/dye. 
Ct angio Iwr extr w/o & w/dye. 
Ct abdomen w/dye. 

Ct abdomen w/o & w/dye. 


Ct angio abdom w/o & w/dye. 


Ct colonography, w/dye. 
Ct angio abdominal arteries. 


Ct angio abd & pelv w/contrast. 
Ct angio abd & pelv 1+ regns. 


“If a “without contrast” CT or CTA procedure is performed during the same session as a “with contrast” CT or CTA procedure, the I/OCE 


would assign APC 8006 rather than APC 8005. 


Family 3—MRI and MRA with and without Contrast 





CY 2015 APC 8007 (MRI and MRA without Contrast 





CY 2015 Approximate APC Geometric Mean Cost = $631 





Composite)* 
PAD ALOD ik ccsosin sn annttcan woawosebedwcovasbamwusaexbapavensetas dbageeseccs oabumsspntanapace oes Magnetic image, jaw joint. 
WADING 55 5a osavsneceupspsts cou supieck aed sau nnbeceetinehonecusnchlunerus ts ineamnuasyenceas® Mri orbit/face/neck w/o dye. 
WAU ica sc cie se ecskccacech sons vuceslueys cee oe te upieckapedete on cian oreeac se aee ees Mr angiography head w/o dye. 
WADDLE cscs nats prconoaeiescupsiyge secu saleavoas uation aslscovveseusene sep tetonseeaneaproee Mr angiography neck w/o dye. 


Mri brain w/o dye. 
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TABLE 9—OPPS IMAGING FAMILIES AND MULTIPLE IMAGING PROCEDURE COMPOSITE APCS—Continued 
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Fmri brain by tech. 
Mri chest w/o dye. 
Mri neck spine w/o dye. 

Mri chest spine w/o dye. 

Mri lumbar spine w/o dye. 
Mri pelvis w/o dye. 

Mri upper extremity w/o dye. 
Mri joint upr extrem w/o dye. 
Mri lower extremity w/o dye. 
Mri jnt of lwr extre w/o dye. 
Mri abdomen w/o dye. 
Cardiac mri for morph. 
Cardiac mri w/stress img. 
MRA w/o cont, abd. 

MRI w/o cont, breast, uni. 
MRI w/o cont, breast, bi. 
MRA w/o cont, chest. 

MRA w/o cont, Iwr ext. 

MRA w/o cont, pelvis. 

MRA, w/o dye, spinal canal. 
MRA, w/o dye, upper extr. 











*If a “without contrast” MRI or MRA procedure is performed during the same session as a “with contrast” MRI or MRA procedure, the I/OCE 


would assign APC 8008 rather than APC 8007. 


Mr angiograph neck w/o & w/dye. 
Mri orbit/face/neck w/dye. 

Mri orbt/fac/nck w/o & w/dye. 
Mr angiography head w/dye. 
Mr angiograph head w/o & w/dye. 
Mr angiography neck w/o dye. 
Mr angiography neck w/dye. 
Mri brain w/dye. 

Mri brain w/o & w/dye. 

Mri chest w/dye. 

Mri chest w/o & w/dye. 

Mri neck spine w/dye. 

Mri chest spine w/dye. 

Mri lumbar spine w/dye. 

Mri neck spine w/o & w/dye. 
Mri chest spine w/o & w/dye. 
Mri lumbar spine w/o & w/dye. 
Mri pelvis w/dye. 

Mri pelvis w/o & w/dye. 

Mri upper extremity w/dye. 

Mri uppr extremity w/o & w/dye. 
Mri joint upr extrem w/dye. 

Mri joint upr extr w/o & w/dye. 
Mri lower extremity w/dye. 

Mri lwr extremity w/o & w/dye. 
Mri joint of lwr extr w/dye. 

Mri joint lwr extr w/o & w/dye. 
Mri abdomen w/dye. 

Mri abdomen w/o & w/dye. 
Cardiac mri for morph w/dye. 
Card mri w/stress img & dye. 
MRA w/cont, abd. 

MRA w/o fol w/cont, abd. 

MRI w/cont, breast, uni. 

MRI w/o fol w/cont, brst, un. 
MRI w/cont, breast, bi. 

MRI w/o fol w/cont, breast,. 
MRA w/cont, chest. 

MRA w/o fol w/cont, chest. 
MRA w/cont, Iwr ext. 

MRA w/o fol w/cont, Iwr ext. 
MRA w/cont, pelvis. 

MRA w/o fol w/cont, pelvis. 
MRA, w/dye, spinal canal. 
MRA, w/o&w/dye, spinal canal. 
MRA, w/dye, upper extremity. 
MRA, w/o&w/dye, upper extr. 






























CY 2015 Approximate APC Geometric Mean Cost = $945 
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3. Changes to Packaged Items and 
Services 


a. Background and Rationale for 
Packaging in the OPPS 

Like other prospective payment 
systems, the OPPS relies on the concept 
of averaging to establish a payment rate 
for services. The payment may be more 
or less than the estimated cost of 
providing a specific service or bundle of 
specific services for a particular patient. 
The OPPS packages payment for 
multiple interrelated items and services 
into a single payment to create 
incentives for hospitals to furnish 
services most efficiently and to manage 
their resources with maximum 
flexibility. Our packaging policies 
support our strategic goal of using larger 
payment bundles in the OPPS to 
maximize hospitals’ incentives to 
provide care in the most efficient 
manner. For example, where there are a 
variety of devices, drugs, items, and 
supplies that could be used to furnish 
a service, some of which are more 
expensive than others, packaging 
encourages hospitals to use the most 
cost-efficient item that meets the 
patient’s needs, rather than to routinely 
use a more expensive item, which often 
results if separate payment is provided 
for the items. 

Packaging also encourages hospitals 
to effectively negotiate with 
manufacturers and suppliers to reduce 
the purchase price of items and services 
or to explore alternative group 
purchasing arrangements, thereby 
encouraging the most economical health 
care delivery. Similarly, packaging 
encourages hospitals to establish 
protocols that ensure that necessary 
services are furnished, while 
scrutinizing the services ordered by 
practitioners to maximize the efficient 
use of hospital resources. Packaging 
payments into larger payment bundles 
promotes the predictability and 
accuracy of payment for services over 
time. Finally, packaging may reduce the 
importance of refining service-specific 
payment because packaged payments 
include costs associated with higher 
cost cases requiring many ancillary 
items and services and lower cost cases 
requiring fewer ancillary items and 
services. Because packaging encourages 
efficiency and is an essential component 
of a prospective payment system, 
packaging payment for items and 
services that are typically integral, 
ancillary, supportive, dependent, or 
adjunctive to a primary service has been 
a fundamental part of the OPPS since its 
implementation in August 2000. Over 
the last 15 years, as we have refined our 
understanding of the OPPS as a 





prospective payment system, we have 
packaged numerous services that we 
originally paid as primary services. As 
we continue to develop larger payment 
groups that more broadly reflect services 
provided in an encounter or episode of 
care, we have expanded the OPPS 
packaging policies. Most, but not 
necessarily all, items and services 
currently packaged in the OPPS are 
listed in 42 CFR 419.2(b), including the 
five packaging policies that were added 
in CY 2014 (78 FR 74925). Our 
overarching goal is to make OPPS 
payments for all services paid under the 
OPPS more consistent with those of a 
prospective payment system and less 
like those of a per service fee schedule, 
which pays separately for each coded 
item. As a part of this effort, we have 
continued to examine the payment for 
items and services provided in the 
OPPS to determine which OPPS 
services can be packaged to achieve the 
objective of advancing the OPPS as a 
prospective payment system. 


We have examined the items and 
services currently provided under the 
OPPS, reviewing categories of integral, 
ancillary, supportive, dependent, or 
adjunctive items and services for which 
we believe payment would be 
appropriately packaged into payment of 
the primary service they support. 
Specifically, we examined the HCPCS 
code definitions (including CPT code 
descriptors) to determine whether there 
were categories of codes for which 
packaging would be appropriate 
according to existing OPPS packaging 
policies or a logical expansion of those 
existing OPPS packaging policies. In 
general, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40958 through 
40961), we proposed to package the 
costs of selected HCPCS codes into 
payment for services reported with 
other HCPCS codes where we believe 
that one code reported an item or 
service that was integral, ancillary, 
supportive, dependent, or adjunctive to 
the provision of care that was reported 
by another HCPCS code. Below we 
discuss categories and classes of items 
and services that we proposed to 
package beginning in CY 2015. For an 
extensive discussion of the history and 
background of the OPPS packaging 
policy, we refer readers to the CY 2000 
OPPS final rule (65 FR 18434), the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66580), and the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74925). 


b. Revisions of a Packaging Policy 
Established in CY 2014—Procedures 
Described by Add-On Codes 


In the CY 2014 OPPS/ASC final rule 
with comment period, we packaged 
add-on codes in the OPPS, with the 
exception of add-on codes describing 
drug administration services (78 FR 
74943; 42 CFR 419.2(b)(18)). With 
regard to the packaging of add-on 
procedures that use expensive medical 
devices, we stated in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 74943) that the most 
expensive medical devices used in 
procedures to insert or implant devices 
in the hospital outpatient setting are 
included in procedures that are assigned 
to comprehensive APCs. Comprehensive 
APCs are discussed in section II.A.2.e. 
of this final rule with comment period. 
In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74864), we 
discussed the comprehensive APC 
policy, which we adopted, with 
modification, but delayed the 
implementation of, until CY 2015. We 
stated that, for CY 2014, we would 
continue to pay separately for only 
those add-on codes (except for drug 
administration add-on codes) that were 
assigned to device-dependent APCs in 
CY 2014, but that, after CY 2014, these 
device-dependent add-on codes would 
be paid under the comprehensive APC 
policy. According to the proposed 
changes to the comprehensive APC 
policy described in section IIL.A.2.e. of 
this final rule with comment period, we 
proposed to package all of the 
procedures described by add-on codes 
that are currently assigned to device- 
dependent APCs, which will be 
replaced by comprehensive APCs. The 
device-dependent add-on codes that are 
separately paid in CY 2014 that we 
proposed to package in CY 2015 were 
listed in Table 9 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40959). 

Comment: A few commenters 
disagreed with the proposal to package 
payment for the add-on codes listed in 
Table 9 of the proposed rule for the 
following reasons: 

¢ Some commenters requested that 
CMS delay packaging the device- 
dependent add-on codes remaining for 
CY 2015 while additional data analysis 
is performed and refinements are 
adopted to ensure accurate payment for 
the full range of add-on procedures, 
including those not assigned to 
comprehensive APCs. 

e A few commenters suggested that 
add-on codes are separate and distinct 
clinical procedures having unique, 
independent values determined by the 
American Medical Association (AMA) 
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and, therefore, should not be treated as 
ancillary services. 

e Some commenters requested that 
CMS establish exceptions to its proposal 
to package add-on codes for specific 
add-on procedures with high cost 
supply items that commenters believed 
would be underpaid under the policy 
and impede patient access to care. 

Response: We disagree with the 
commenters that oppose packaging 
these remaining add-on codes. We 
received similar public comments 
during the CY 2014 rulemaking cycle 
and responded to those comments in the 
CY 2014 OPPS/ASC final rule with 
comment period. Generally, we disagree 
because add-on codes describe services 
that are integral, ancillary, supportive, 
dependent, or adjunctive to the primary 
service. In other words, add-on codes do 
not represent a stand-alone procedure 
and are inclusive to other procedures 
performed at the same time. For a full 
discussion of our response to these 
public comments, we refer readers to 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74942 through 
74943). 

We also disagree with commenters’ 
assertion that add-on code services are 
separate and distinct clinical procedures 
and should not be treated as ancillary 
services. We received a similar public 
comment last year where commenters 
suggested that procedures described by 
add-on codes are not integral, ancillary, 
supportive, dependent, or adjunctive to 
the primary service. As we noted 
previously (78 FR 74942 through 





74943), the fundamental nature of an 
add-on code procedure is that it 
typically describes some form of a 
related extension of or addition to the 
primary procedure or service described 
by the primary procedure. The 
definition of an add-on code is that it is 
an extension of a primary, base service. 
CPT defines add-on codes as codes that 
describe “procedures [that] are 
commonly carried out in addition to the 
primary procedure performed” (2014 
CPT Codebook Professional Edition, 
page xiv). Further, CPT states that ‘“‘add- 
on codes describe additional intra- 
service work associated with the 
primary procedure (emphasis added) 
(2014 CPT Codebook Professional 
Edition, page xiv). We also disagree 
with commenters that some add-on 
codes are not related to the primary 
procedure but represent a separate 
procedure that should be paid 
separately from the primary procedure. 
If such procedures were in fact separate 
procedures, they would not be 
described by an add-on code. Thus, we 
believe that add-on code procedures are 
not always separate and distinct clinical 
procedures, but rather are related 
extensions, supportive, integral, or 
adjunctive of the primary procedure 
and, therefore, it is appropriate to 
package the cost of the add-on codes 
into the payment calculation for the 
primary procedure. Finally, in response 
to commenters who requested that CMS 
establish exceptions to its proposal for 
add-on code with high cost supply 


items, we are allowing certain add-on 
codes to be evaluated for a complexity 
adjustment when billed with a 
comprehensive APC primary procedure. 
We refer readers to section II.A.2.e. of 
this final rule with comment period for 
further discussion of that policy. We see 
no reason to grant exceptions to the add- 
on code packaging policy to specifically 
account for add-on procedures with 
high cost supply items, as any 
associated costs are accounted for in the 
payment for the primary procedure. The 
only reason we did not package the add- 
on codes listed in Table 9 of the 
proposed rule was that implementation 
of the comprehensive APC policy was 
delayed for 1 year (78 FR 74943). 
Because the comprehensive APC policy 
will be implemented in CY 2015, we are 
packaging these remaining add-on 
codes. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to package all of 
the procedures described by add-on 
codes that are currently assigned to 
device-dependent APCs, which will be 
replaced by comprehensive APCs, as 
listed in Table 9 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40959) and 
included in Table 10 below. The current 
device-dependent add-on codes that are 
separately paid in CY 2014 that will be 
packaged in CY 2015 are included in 
Table 8 under section IIL.A.2.e. of this 
final rule with comment period, which 
addresses the comprehensive APC 
policy. 


TABLE 10—ADD-ON CODES ASSIGNED TO DEVICE-DEPENDENT APCS FOR CY 2014 THAT ARE PACKAGED IN CY 2015 





CY 2015 add-on code 


Short descriptor 


Place breast cath for rad. 

L ventric pacing lead add-on. 
lliac revasc add-on. 

lliac revasc w/stent add-on. 
Tib/per revasc add-on. 

Tibper revasc w/ather add-on. 
Revsc opn/prq tib/pero stent. 
Tib/per revasc stnt & ather. 
Open/perg place stent ea add. 
Open/perg place stent ea add. 
Insert subg exten to ip cath. 
Prq cardiac angio addi art. 
Prq card angio/athrect add. 
Prq card stent w/angio add. 
Prq card stent/ath/angio. 

Prq revasc byp graft addl. 
Prq card revasc chronic addl. 
Pul art balloon repr precut. 
Perc drug-el cor stent bran. 
Perc d-e cor stent ather br. 
Perc d-e cor revasc t cabg b. 
Perc d-e cor revasc chro add. 
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c. Packaging Policies for CY 2015 
(1) Ancillary Services 


Under the OPPS, we currently pay 
separately for certain ancillary services. 
Some of these ancillary services are 
currently assigned to status indicator 
“X,”’ which is defined as ‘ancillary 
services,’’ but some other ancillary 
services are currently assigned to status 
indicators other than ‘X.”’ This is 
because the current use of status 
indicator “‘X”’ in the OPPS is incomplete 
and imprecise. Some procedures and 
services that are ancillary, for example, 
a chest X-ray, are assigned to an APC 
with services assigned status indicator 
“S.” As discussed in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40959 
through 40961), we reviewed all of the 
covered services provided in the HOPD 
and identified those that are commonly 
performed when provided with other 
HOPD services, and also provided as 
ancillary to a primary service in the 
HOPD. These ancillary services that we 
identified are primarily minor 
diagnostic tests and procedures that are 
often performed with a primary service, 
although there are instances where 
hospitals provide such services alone 
and without another primary service 
during the same encounter. 

As discussed in section II.A.3.a. of 
this final rule with comment period, our 
intent is that the OPPS be more of a 
prospective payment system with 
expanded packaging of items and 
services that are typically integral, 
ancillary, supportive, dependent, or 
adjunctive to a primary service. Given 
that the longstanding OPPS policy is to 
package items and services that are 
integral, ancillary, supportive, 
dependent, or adjunctive to a primary 


service, we stated in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 74945) that we believe that ancillary 
services should be packaged when they 
are performed with another service, but 
should continue to be separately paid 
when performed alone. We indicated 
that this packaging approach is most 
consistent with a prospective payment 
system and the regulation at 42 CFR 
419.2(b) that packages many ancillary 
services into primary services while 
preserving separate payment for those 
instances in which one of these 
ancillary services is provided alone (not 
with any other service paid under the 
OPPS) to a hospital outpatient. We did 
not finalize the ancillary packaging 
policy for CY 2014 because we believed 
that further evaluation was necessary 
(78 FR 74946). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40959 through 40961), we 
proposed to conditionally package 
certain ancillary services for CY 2015. 
Specifically, we proposed to limit the 
initial set of APCs that contain 
conditionally packaged services to those 
ancillary service APCs with a proposed 
geometric mean cost of less than or 
equal to $100 (prior to application of the 
conditional packaging status indicator). 
We limited this initial set of packaged 
ancillary service APCs to those with a 
proposed geometric mean cost of less 
than or equal to $100 in response to 
public comments on the CY 2014 
ancillary service packaging proposal in 
which commenters expressed concern 
that certain low volume but relatively 
costly ancillary services would have 
been packaged into high volume but 
relatively inexpensive primary services 
(for example, a visit) (74 FR 74945). We 
noted that the proposed $100 geometric 


mean cost limit for selecting this initial 
group of conditionally packaged 
ancillary service APCs is less than the 
geometric mean cost of APC 0634, 
which contains the single clinic visit 
HCPCS code G0463, which is a single 
payment rate for clinic visits beginning 
in CY 2014, and had a CY 2015 OPPS/ 
ASC proposed rule geometric mean cost 
of approximately $103. This proposed 
$100 geometric mean cost limit is part 
of the methodology of selecting the 
initial set of conditionally packaged 
ancillary service APCs under this 
proposed packaging policy. It is not 
meant to represent a threshold above 
which ancillary services will not be 
packaged, but as a basis for selecting 
this initial set of APCs, which will 
likely be updated and expanded in 
future years. In future years, we may 
package ancillary services assigned to 
APCs with geometric mean costs higher 
than $100. In addition, geometric mean 
costs can change over time. An increase 
in the geometric mean cost of any of the 
proposed APCs to above $100 in future 
years would not change the 
conditionally packaged status of 
services assigned to the APCs selected 
in CY 2015 in a future year. We would 
continue to consider these APCs to be 
conditionally packaged. However, we 
would review the conditionally 
packaged status of ancillary services 
annually. 

We proposed to exclude certain 
services from this packaging policy even 
though they are assigned to APCs with 
a geometric mean cost of less than or 
equal to $100. Preventive services will 
continue to be paid separately, and 
include the following services listed in 
Table 11 below that would otherwise be 
packaged under this policy. 


TABLE 11—PREVENTIVE SERVICES EXEMPTED FROM THE ANCILLARY SERVICE PACKAGING POLICY 











HCPCS Code Short descriptor APC 
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In addition, we did not propose to 
package certain psychiatry and 
counseling-related services as we see 
similarities to a visit and, at the time of 
issuance of the CY 2015 OPPS/ASC 
proposed rule, did not consider them to 
be ancillary services. We also did not 


propose to package certain low cost 
drug administration services as we are 
examining various alternative payment 
policies for drug administration 
services, including the associated drug 
administration add-on codes. 





Finally, we proposed to delete status 
indicator “X”’ (Ancillary Services) 
because the majority of the services 
assigned to status indicator ‘“X”’ were 
proposed to be assigned to status 
indicator “Q1” (STV-Packaged Codes). 
For the services that are currently 
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assigned status indicator ‘‘X’’ that were 
not proposed to be conditionally 
packaged under this policy, we 
proposed to assign those services status 
indicator ‘‘S’’ (Procedure or Service, Not 
Discounted When Multiple), indicating 
separate payment and that the services 
are not subject to the multiple 
procedure reduction. The APCs that we 
proposed for conditional packaging as 
ancillary services in CY 2015 were 
listed in Table 11 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40960 
through 40961). 

The HCPCS codes that we proposed to 
conditionally package as ancillary 
services for CY 2015 were displayed in 
Addendum B to the CY 2015 OPPS/ASC 
proposed rule (which is available via 
the Internet on the CMS Web site). The 
supporting documents for the proposed 
rule are available at the CMS Web site 
at: http://www.cms.hhs.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 

We also proposed to revise the 
regulations at 42 CFR 419.2(b)(7) to 
replace the phrase “Incidental services 
such as venipuncture” with ‘Ancillary 
services” to more accurately reflect the 
proposed packaging policy discussed 
above. 

Comment: A number of commenters, 
which included hospital associations, 
health systems, and individual 
hospitals, supported conditionally 
packaging ancillary services with a 
geometric mean cost of $100 prior to 
application of the “Q1” status indicator. 

Response: We appreciate the 
commenters’ support. 

Comment: A ie commenters 
expressed concern that conditionally 
packaging ancillary services would 
disproportionately affect teaching 
hospitals because of the types of 
patients these hospitals serve and the 
types of services that they typically 
provide. One commenter submitted 
results from its data analysis that 
estimated major teaching hospitals will 
lose approximately —0.4 percent on 
average as a result of this packaging 
proposal, compared to nonteaching 
hospitals, which would gain 
approximately 0.2 percent. The 
commenter’s concern was that the 
negative impact is a direct result of 
academic medical centers’ caring for 
unique and complex patient 
populations, for example, trauma 
patients who are seen in teaching 
hospital emergency departments. The 
commenter’s analysis suggested that a 
large proportion of certain APCs listed 
on Table 11 of the proposed rule (APCs 
0012, 0099, 0260, 0261, 0340, and 0420) 
are packaged into emergency 
department visits and related services. 


Response: Conditional packaging of 
ancillary services results in packaging of 
these services when provided with other 
primary services and separate payment 
for the services when they are 
performed alone. It is possible that, as 
the commenter asserted, the case-mix at 
teaching hospitals results in greater 
packaging of ancillary services than at 
nonteaching hospitals. This may be due 
to teaching hospitals being more likely 
to provide services in addition to the 
ancillary service, which would result in 
packaging of the ancillary service into 
the other primary service or services 
provided to the patient. Even if the 
commenter’s observation is reflective of 
a difference between teaching and 
nonteaching hospitals, we do not 
believe that such an observation is a 
sufficient reason to not package 
ancillary services in the OPPS. 
Packaging is a fundamental element of 
a prospective payment system. As stated 
above, in the OPPS, we packaged items 
and services that are typically integral, 
ancillary, supportive, dependent, or 
adjunctive to a primary service. We 
believe that the ancillary services 
proposed for conditional packaging are 
ancillary when provided with other 
primary services and, therefore, are 
appropriately conditionally packaged in 
the OPPS. As for the impact of the CY 
2015 OPPS policies on teaching 
hospitals, we refer the commenter to the 
impact table (Table 49) in section XXI. 
of this final rule with comment period, 
which shows that teaching hospitals 
will receive an overall 2.3 percent 
payment update compared to a 2.0 
percent payment update for nonteaching 
hospitals. Therefore, overall teaching 
hospitals stand to benefit more than 
nonteaching hospitals from the policies 
adopted in this final rule with comment 
period, despite any relative negative 
impacts from the ancillary packaging 
policy. 

Comment: Several commenters 
requested clarification of the 
methodology used to identify APCs with 
a geometric mean cost less than or equal 
to $100 prior to application of the “Q1” 
status indicator, given that the 
geometric mean cost of some of the 
APCs listed in Table 11 of the proposed 
rule exceeds $100. Also, commenters 
requested that the $100 threshold be 
held constant for future years or 
updated annually based on inflation 
akin to the drug threshold methodology. 

Response: As we stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40960), the ancillary services APCs 
proposed for conditional packaging 
were those with a geometric mean cost 
of less than or equal to $100 prior to 
application of the ‘“Q1” status indicator 


to the APC. In other words, it was 
ancillary service APCs with a geometric 
mean cost of $100 or less with all of the 
services assigned to the APC that had 
either status indicator ‘‘X”’ or “S.’’ Once 
status indicator “‘Q1” was assigned, 
some of the geometric mean costs of 
some of the APCs increased to above 
$100 due to conditional packaging 
according to the ‘‘Q1”’ status indicator 
logic. We remind the commenters that 
the APCs listed in Table 11 of the 
proposed rule (79 FR 40960 through 
40961) displayed the APC geometric 
mean costs after application of the ‘“Q1” 
status indicator, which resulted in some 
of the APC geometric mean costs that 
were below $100 prior to application of 
the “Q1” status indicator to exceed $100 
after application of the “Q1” status 
indicator. We also clarify that the $100 
geometric mean cost initial selection 
criteria for this packaging policy is not 
a threshold above which ancillary 
services will not be conditionally 
packaged. As we stated in the CY 2015 
OPPS/ASC proposed rule, “‘[the $100 
limit] is not meant to represent a 
threshold above which ancillary 
services will not be packaged, but as a 
basis for selecting this initial set of 
APCs, which will likely be updated and 
expanded in future years”’ (79 FR 
40960). As we stated in the proposed 
rule, in future years, we may package 
additional ancillary services in APCs 
with a geometric mean cost (prior to the 
application of the conditional packaging 
status indicator) that exceeds $100. 

Comment: One commenter expressed 
concern regarding the composition of 
APC 0077 (Level I Pulmonary 
Treatment), which was proposed to be 
conditionally packaged. The commenter 
believed that HCPCS code G0424 
(Pulmonary rehabilitation, including 
exercise (includes monitoring), one 
hour, per session, up to two sessions per 
day) is not clinically similar to HCPCS 
code G0237 (Therapeutic procedures to 
increase strength or endurance of 
respiratory muscles, face to face, one on 
one, each 15 minutes (includes 
monitoring) and HCPCS code G0238 
(Therapeutic procedures to improve 
respiratory function, other than 
described by G0237, one on one, face to 
face, per 15 minutes (includes 
monitoring), which also are assigned to 
APC 0077. In addition, the commenter 
stated that the assignment of HCPCS 
code G0424 to APC 0077 would create 
a 2 times rule violation. The commenter 
recommended that CMS reassign 
HCPCS code G0424 to APC 0078 (Level 
II] Pulmonary Treatment). 

Response: We disagree with the 
commenter’s assertion that the 
assignment of HCPCS code G0424 to 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66821 





APC 0077 would create a 2 times rule 
violation. Section 1833(t)(9) of the Act 
requires that we annually review all the 
items and services within an APC group 
and revise the APC structures 
accordingly. Included in this review is 
the identification of any 2 times rule 
violations as provided under section 
1833(t)(2) of the Act and, to the extent 
possible, rectification of these 
violations. We review our claims data 
and determine whether we need to 
make changes to the current APC 
assignment for the following year. For 
HCPCS codes G0238 and G0424, we 
evaluated their APC assignment for the 
CY 2015 update and determined that 
APC 0340 (Level II Minor Procedures) is 
the more appropriate assignment for 
these services based on resource 
similarity to the other services assigned 
to APC 0340. In addition, with the 
reassignment of HCPCS codes G0424 
and G0238 to APC 0340, only four 
HCPCS codes (31270, 94668, 94669, and 
G0237) remained in APC 0077, one 
(HCPCS code 94669) of which did not 
have any claims volume in CY 2013. 
The commenter suggested that we 
reassign HCPCS code G0424 to APC 
0078. APC 0078 has a mean cost of 
approximately $90, which is under the 
$100 initial selection criteria for 
conditionally packaged ancillary 
services. With the reduced size of APC 
0077 and the mean cost of APC 0078 
being less than $100, we are reassigning 
the procedure codes remaining in APC 
0078 to APC 0077 and revising the title 
of APC 0077 to read “Pulmonary 
Treatment.” The new combined APC 
0077 is assigned status indicator ‘“Q1” 
under the conditional packaging policy. 
We note that the mean cost of this 
revised APC 0077 (after application of 
the “Q1” status indicator) is 
approximately $154. 

Comment: One commenter requested 
that CMS continue separate payment, by 
assigning status indicator “S,” for CPT 
codes 92557 (comprehensive hearing 
test), 92601 through 92604 (cochlear 
implant programming), and 92640 
(auditory brainstem implant 
programming) which are assigned to 
APC 0364, an APC that is proposed for 
conditional packaging. The commenter 
stated that these CPT codes are primary 
audiology services and are not 
dependent or incident to other services 
in the hospital. 

Response: We do not believe that it is 
necessary to change the status indicator 
to ‘‘S” as we disagree that these CPT 
codes represent primary audiology 


services. Conditional packaging 
provides separate payment when the 
otherwise packaged services are 
provided alone without other primary 
services. Therefore, these services will 
continue to be separately paid when 
performed without other primary 
services. 

Comment: Some commenters 
expressed concern that packaging 
payment for ancillary services could 
have a negative impact on patient access 
because hospitals will not have an 
incentive to perform ancillary services 
at the time of other therapeutic or 
evaluation/management services, even 
when providing such services at the 
same encounter would be efficient and 
offer patients the most appropriate and 
complete care. Commenters cautioned 
that expanded packaging policies will 
impede the accuracy and stability of 
future ratesetting under the OPPS. 

Response: We appreciate 
stakeholders’ concerns and predictions 
about the effect that this conditional 
packaging policy may have on patient 
access to ancillary services. We will 
continue to monitor service utilization 
trends in the HOPD. We disagree with 
commenters that packaging services 
impedes the accuracy and stability of 
future OPPS ratesetting. As a reminder, 
hospitals include HCPCS codes and 
charges for packaged services on their 
claims, and the costs associated with 
those packaged services are included in 
the costs of the separately payable 
procedure on the claim. We also 
continue to emphasize that hospitals 
should report all HCPCS codes for all 
services, including those for packaged 
services, according to correct coding 
principles. 

Comment: One commenter disagreed 
with the proposed assignment of status 
indicator ‘‘Q1”’ to CPT code 95012 
(Expired nitric oxide gas determination). 
The commenter requested that CMS 
assign status indicator “‘S” to CPT code 
95012 because the code describes an 
independent, primary procedure that is 
not ancillary to any other procedure. 
The commenter also requested that CMS 
reassign CPT code 95012 to APC 0078 
(Level II Pulmonary Treatment) because 
of its clinical homogeneity to other 
services assigned to that APC. 

Response: We disagree with the 
commenter. We believe the procedure or 
service described by CPT code 95012 to 
be an ancillary diagnostic test and, 
therefore, appropriate for conditional 
packaging under the ancillary services 
policy. We believe that existing 


assignment to APC 0340 (Level II Minor 
Procedures) is appropriate in that CPT 
code 95012 is a minor test and that its 
mean cost of approximately $41 is 
similar to the mean cost of APC 0340 of 
approximately $53. Therefore, we are 
finalizing our proposal to maintain 
assignment of CPT code 95012 to APC 
0340 with a “Q1”’ status indicator for 
CY 2015. 


Comment: A few commenters 
requested that CMS make an exception 
to the ancillary packaging policy for 
pathology services, specifically those 
services assigned to APC 0342 (Level I 
Pathology) and APC 0433 (Level II 
Pathology). These commenters were 
concerned about inadequate payment 
for pathology services. 


Response: We disagree with 
commenters’ concern regarding 
inadequate payment for pathology 
services and do not believe that an 
exception to this packaging policy for 
the pathology services assigned to APCs 
0342 and 0433 is appropriate at this 
time. We remind the commenters that 
this policy only affects the facility 
payment for the technical aspect of the 
services and does not affect the 
physician fee schedule payment to the 
pathologist for the physician work in 
performing pathology services. We 
believe that pathology services are some 
of the best examples of ancillary 
services as they typically follow a 
surgical or other specimen-generating 
procedure for the purposes of diagnosis. 
We also remind the commenters that in 
the event a patient receives a pathology 
test in isolation from other primary 
HOPD services, the test would be 
separately paid because the ancillary 
services packaging policy is a 
conditional packaging policy. Therefore, 
we are not creating an exception to this 
ancillary packaging policy for pathology 
services. 

After consideration of the public 
comments we received, we are 
finalizing our ancillary services 
packaging policy as proposed, including 
deletion of status indicator “X.’’ We also 
are adopting as final our proposed 
revision of the regulations at 42 CFR 
419.2(b)(7) to replace the phrase 
“Incidental services such as 
venipuncture” with ‘Ancillary 
services” to more accurately reflect the 
final packaging policy for CY 2015. 


The APCs that we are conditionally 
packaging as ancillary services in CY 
2015 are listed in Table 12 below. 
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TABLE 12—APCS FOR CONDITIONALLY PACKAGED ANCILLARY SERVICES FOR CY 2015 
CY 2015 OPPS Geo- ‘ 
3 : Final CY 
metric mean cost (with ‘ 
APC application of Q1 ae open Group title 
indicator) 
CONN escccenseccescieavincxcs $102.18 Q1 Level | Debridement & Destruction. 
MND enc cccececetcanvacacens 20.57 Q1 Manipulation Therapy. 
WAVER ccccssccuseancineccasave 170.77 Q1 Level | Pulmonary Treatment. 
OR is seressessncprcccsouns 81.40 Q1 Electrocardiograms/Cardiography. 
RFR Goes tases nscenuatenien 98.52 Q1 Level | Nerve and Muscle Services. 
CO ose inc stnaarcctocess 54.01 Q1 Level | Eye Tests & Treatments. 
MIO Savicki ds scaieqiadeains 61.59 Q1 Level | Plain Film Including Bone Density Measurement. 
GID aracestsivaveassescaiss 98.56 Q1 Level |] Plain Film Including Bone Density Measurement. 
OE aa sicscccetaesinnccsvens 95.12 Q1 Level | Diagnostic and Screening Ultrasound. 
AO ses ccc seccadenccccuees 54.33 Q1 Level II] Minor Procedures. 
AE cankiassdocasansccaxnes 56.31 Q1 Level | Pathology. 
EN ckcsnscsvcseesisssonens 78.91 Qi Level | Transfusion Laboratory Procedures. 
OG rae racpceesica dicate: 44.94 Q1 Level | Audiometry. 
CAGED cis cnccecetaearcnseess 122.36 Q1 Level Il Audiometry. 
CAE eo iicincdsewaissteaiczes 167.31 Q1 Level | Pulmonary Tests. 
NBO vines cccsazivcisetsswces 136.66 Q1 Level IIl Minor Procedures. 
Aisi cccdenazasakace 190.55 Q1 Level Il Pathology. 
COD esis sccctherscassecks 30.33 Q1 Level | Minor Procedures. 
OB siasssassicecesasscnscn 81.76 Q1 Phlebotomy and Minor Vascular Access Device Procedures. 
OE os sps cr scacqentnacnece 36.47 Q1 Level | Electronic Analysis of Devices. 
CE xcsacscsveenccczasens 104.61 Q1 Level Il Eye Tests & Treatments. 





The HCPCS codes that we are 
conditionally package as ancillary 
services for CY 2015 are displayed in 
Addendum B to this CY 2015 OPPS/ 
ASC final rule with comment period 
(which is available via the Internet on 
the CMS Web site). The supporting 
documents for this final rule with 
comment period are available at the 
CMS Web site at: http:// 
www.cms.hhs.gov/Medicare/Medicare- 
Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 


(2) Prosthetic Supplies 


We have a longstanding policy of 
providing payment under the OPPS for 
implantable DME, implantable 
prosthetics, and medical and surgical 
supplies, as provided at sections 
1833(t)(1)(B)(i) and (t)(1)(B)(iii) of the 
Act and 42 CFR 419.2(b)(4), (b)(10), and 
(b)(11). In the CY 2014 OPPS/ASC final 
rule with comment period, we clarified 
that medical and surgical supplies 
under § 419.2(b)(4) include (but are not 
limited to) all supplies on the DMEPOS 
Fee Schedule except prosthetic supplies 
(78 FR 74947). Under 42 CFR 419.22(j), 
prosthetic supplies are currently 
excluded from payment under the OPPS 
and are paid under the DMEPOS Fee 
Schedule, even when provided in the 
HOPD. However, as we discussed in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40961), under section 1833(t)(1)(B)(i) 
of the Act, the Secretary has the 
authority to designate prosthetic 
supplies provided in the hospital 
outpatient setting as covered OPD 
services payable under the OPPS. 





As we stated in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40961) and 
as mentioned above, implantable 
prosthetic devices are packaged in the 
OPPS under 42 CFR 419.2(b)(11). It is 
common for implantable prosthetic 
devices to be provided as a part of a 
device system. Such device systems 
include the implantable part or parts of 
the overall device system and also 
certain nonimplantable prosthetic 
supplies that are integral to the overall 
function of the medical device, part of 
which is implanted and part of which 
is external to the patient. These 
prosthetic supplies are integral to the 
implantable prosthetic because typically 
shortly after the surgical procedure to 
implant the implantable prosthetic 
device in the hospital, the surgeon and/ 
or his or her colleagues will have to 
attach, fit, and program certain 
prosthetic supplies that are not 
surgically implanted into the patient but 
are a part of a system and that are 
essential to the overall function of an 
implanted device. Because these 
supplies are integral to the overall 
function of the implanted prosthetic, 
and because, as mentioned above, we 
package in the OPPS items and services 
that are typically integral, ancillary, 
supportive, dependent, or adjunctive to 
a primary service, we believe that it is 
most consistent with a prospective 
payment system to package the payment 
of prosthetic supplies (along with the 
implantable prosthetic device) into the 
surgical procedure that implants the 
prosthetic device, as all of the 
components are typically necessary for 


the performance of the system and the 
hospital typically purchases the system 
as a single unit. Patients requiring 
replacement supplies at a time later 
than the initial surgical procedure and 
outside of the hospital would obtain 
them as they typically do from a 
DMEPOS supplier with payment for 
such supplies made under the DMEPOS 
Fee Schedule. 

In addition to prosthetic supplies that 
are components of device systems, part 
of which are implanted, many other 
prosthetic supplies on the DMEPOS Fee 
Schedule are typical medical and 
surgical supplies and of the type that are 
packaged in the OPPS under 
§ 419.2(b)(4). Consistent with our 
change from status indicator “A” to ‘‘N”’ 
for all nonprosthetic DMEPOS supplies 
in the CY 2014 OPPS final rule with 
comment period (78 FR 74947), in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40961), we proposed to package and 
change the status indicator from ‘‘A’’ to 
“N” for all DMEPOS prosthetic 
supplies. With this proposed change, all 
medical and surgical supplies would be 
packaged in the OPPS. 

Therefore, we proposed to delete 
“prosthetic supplies” from the 
regulations at § 419.22(j) because we 
proposed that prosthetic supplies be 
packaged covered OPD services in the 
OPPS for CY 2015. Prosthetic supplies 
provided in the HOPD would be 
included in “medical and surgical 
supplies”’ (as are all other supplies 
currently provided in the HOPD) under 
§ 419.2(b)(4). The HCPCS codes for 
prosthetic supplies that we proposed to 
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package for CY 2015 were displayed in 
Addendum B to the CY 2015 OPPS/ASC 
proposed rule (which is available via 
the Internet on the CMS Web site). The 
supporting documents for the proposed 
rule, including but not limited to 
Addendum B, are available at the CMS 
Web site at: http://www.cms.hhs.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
index.html. 

Comment: Many commenters agreed 
with CMS’ proposal to conditionally 
package prosthetic supplies furnished in 
the HOPD. 

Response: We appreciate the 
commenters’ support. 

Comment: A few commenters 
requested to be informed of the fund 
transfer amount from the DMEPOS Fee 
Schedule to the OPPS as a result of this 
proposed policy. 

Response: Our CY 2013 claims 
analysis shows that packaging payment 
for prosthetic supplies under the OPPS 
would redistribute approximately $1 
million. 

Comment: Some commenters 
recommended that CMS implement an 
exception to the ‘“‘unbundling” rule that 
currently exists for the inpatient 
prospective payment systems (IPPS). 
(We refer readers to the Medicare 
Claims Processing Manual, Pub. 100-04, 
Chapter 20—Durable Medical 
Equipment, Prosthetics, Orthotic 
Devices, and Supplies, Section 110— 
General Billing Requirements—for DME, 
Prosthetics, Orthotic Devices, and 
Supplies.) The commenters believed 
that such an exception would allow 
DME suppliers to bill Medicare directly 
for prosthetic supplies furnished to 
patients during an outpatient visit when 
the supplies are intended primarily for 
home use. 

Response: We do not believe that an 
additional exception to the 
“unbundling” rule is necessary for the 
provision of prosthetic supplies in the 
HOPD. We remind commenters that 
DME, prosthetics, and orthotics can be 
billed by hospitals for outpatients and 
are paid according to the DMEPOS Fee 
Schedule. Only prosthetic supplies are 
packaged in the OPPS. Unlike inpatient 
stays, hospital outpatient stays are 
typically brief and the need for 
replacement supplies during a hospital 
outpatient stay should be minimal. Ifa 
hospital wants to provide a patient with 
some basic supplies for immediate 
home use (for example, tape, a syringe, 
or gauze), such supplies are packaged 
into the payment for whatever service 
the patient received at the hospital. 
DME suppliers can furnish additional or 
replacement prosthetic supplies to the 





patient’s home and receive payment 
under the DMEPOS Fee Schedule. 

After consideration of the public 
comments we received, we are adopting 
as final our proposed deletion of 
“prosthetic supplies” from the 
regulations at § 419.22(j) because 
prosthetic supplies are packaged 
covered OPD services in the OPPS for 
CY 2015. Prosthetic supplies provided 
in the HOPD will be included in the 
packaged category of ‘‘medical and 
surgical supplies” (as are all other 
supplies currently provided in the 
HOPD) under § 419.2(b)(4). The HCPCS 
codes for prosthetic supplies that we are 
packaging for CY 2015 are displayed in 
Addendum B to this CY 2015 OPPS/ 
ASC final rule with comment period 
(which is available via Internet on the 
CMS Web site). The supporting 
documents for this final rule with 
comment period, including but not 
limited to Addendum B, are available at 
the CMS Web site at: http:// 
www.cms.hhs.gov/Medicare/Medicare- 
Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.htiml. 


4. Calculation of OPPS Scaled Payment 
Weights 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40961 through 40962), for 
CY 2015, we proposed to calculate the 
relative payment weights for each APC 
shown in Addenda A and B to the 
proposed rule (which are available via 
the Internet on the CMS Web site) using 
the APC costs discussed in sections 
I].A.1. and ILA.2. of the proposed rule. 
Prior to CY 2007, we standardized all 
the relative payment weights to APC 
0601 (Mid-Level Clinic Visit) because 
mid-level clinic visits were among the 
most frequently performed services in 
the hospital outpatient setting. We 
assigned APC 0601 a relative payment 
weight of 1.00 and divided the median 
cost for each APC by the median cost for 
APC 0601 to derive the relative payment 
weight for each APC. 

Beginning with the CY 2007 OPPS (71 
FR 67990), we standardized all of the 
relative payment weights to APC 0606 
(Level 3 Clinic Visits) because we 
deleted APC 0601 as part of the 
reconfiguration of the clinic visit APCs. 
We selected APC 0606 as the base 
because it was the mid-level clinic visit 
APC (that is, Level 3 of five levels). For 
the CY 2013 OPPS (77 FR 68283), we 
established a policy of using geometric 
mean-based APC costs rather than 
median-based APC costs to calculate 
relative payment weights. For CY 2015, 
we ae to continue this policy. 

For the CY 2014 OPPS, we 
standardized all of the relative payment 
weights to clinic visit APC 0634 as 


discussed in section VII. of the CY 2015 
OPPS/ASC proposed rule (79 FR 41008). 
For CY 2015, we proposed to continue 
this policy to maintain consistency in 
calculating unscaled weights that 
represent the cost of some of the most 
frequently provided services. We 
proposed to assign APC 0634 a relative 
payment weight of 1.00 and to divide 
the geometric mean cost of each APC by 
the proposed geometric mean cost for 
APC 0634 to derive the proposed 
unscaled relative payment weight for 
each APC. The choice of the APC on 
which to base the proposed relative 
payment weights does not affect 
payments made under the OPPS 
because we scale the weights for budget 
neutrality. 

Section 1833(t)(9)(B) of the Act 
requires that APC reclassification and 
recalibration changes, wage index 
changes, and other adjustments be made 
in a budget neutral manner. Budget 
neutrality ensures that the estimated 
aggregate weight under the OPPS for CY 
2015 is neither greater than nor less 
than the estimated aggregate weight that 
would have been made without the 
changes. To comply with this 
requirement concerning the APC 
changes, we proposed to compare the 
estimated aggregate weight using the CY 
2014 scaled relative payment weights to 
the estimated aggregate weight using the 
proposed CY 2015 unscaled relative 
payment weights. 

We did not receive any public 
comments on our proposed policy for 
the CY 2015 unscaled relative payment 
weights. Therefore, we are finalizing our 
proposed policy to maintain consistency 
in calculating unscaled weights that 
represent the cost of some of the most 
frequently provided services by 
assigning APC 0634 a relative payment 
weight of 1.00 and dividing the 
geometric mean cost of each APC by the 
geometric mean cost for APC 0634 to 
derive the unscaled relative payment 
weight for each APC for CY 2015. 

For CY 2014, we multiplied the CY 
2014 scaled APC relative payment 
weight applicable to a service paid 
under the OPPS by the volume of that 
service from CY 2013 claims to calculate 
the total relative payment weight for 
each service. We then added together 
the total relative payment weight for 
each of these services in order to 
calculate an estimated aggregate weight 
for the year. For CY 2015, we proposed 
to apply the same process using the CY 
2015 unscaled relative payment weights 
rather than scaled relative payment 
weights. We proposed to calculate the 
weight scaler by dividing the CY 2014 
estimated aggregate weight by the CY 
2015 estimated aggregate weight (79 FR 
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40962). The service-mix is the same in 
the current and prospective years 
because we use the same set of claims 
for service volume in calculating the 
aggregate weight for each year. We note 
that the CY 2014 OPPS scaled relative 
weights incorporate the estimated 
payment weight from packaged 
laboratory tests previously paid at CLFS 
rates, 

For a detailed discussion of the 
weight scaler calculation, we refer 
readers to the OPPS claims accounting 
document available on the CMS Web 
site at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 
Click on the CY 2015 OPPS final rule 
link, then open the claims accounting 
document link at the bottom of the page. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40962), we proposed to 
include estimated payments to CMHCs 
in our comparison of the estimated 
unscaled relative payment weights in 
CY 2015 to the estimated total relative 
payment weights in CY 2014 using CY 
2013 claims data, holding all other 
components of the payment system 
constant to isolate changes in total 
weight. Based on this comparison, we 
proposed to adjust the proposed CY 
2015 unscaled relative payment weights 
for purposes of budget neutrality. The 
proposed CY 2015 unscaled relative 
payment weights were adjusted by 
multiplying them by a weight scaler of 
1.3220 to ensure that the proposed CY 
2015 relative payment weights are 
budget neutral. 

Section 1833(t)(14) of the Act 
provides the payment rates for certain 
SCODs. Section 1833(t)(14)(H) of the 
Act states that “Additional expenditures 
resulting from this paragraph shall not 
be taken into account in establishing the 
conversion factor, weighting, and other 
adjustment factors for 2004 and 2005 
under paragraph (9), but shall be taken 
into account for subsequent years.” 
Therefore, the cost of those SCODs (as 
discussed in section V.B.3. of this final 
rule with comment period) is included 
in the budget neutrality calculations for 
the CY 2015 OPPS. 

Comment: One commenter expressed 
concern that CMS did not provide 
detailed data on the weight scaling 
process. The commenter noted that it 
could not find the claims accounting 
document to which the proposed rule 
referenced. 

Response: The direct link to the 
proposed rule claims accounting 
document is located on the CMS Web 
site at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/Downloads/ 





CMS-1613-P-claims-accounting- 
narrative.pdf. 

After consideration of the public 
comments we received, we are 
finalizing our proposed methodology for 
calculating the OPPS scaled relative 
payment weights without modification, 
including updating of the budget 
neutrality scaler for this final rule with 
comment period. Under this 
methodology, the final unscaled relative 
payment weights were adjusted by a 
weight scaler of 1.2977 for this final rule 
with comment period. The CY 2015 
unscaled relative payment weights 
listed in Addenda A and B to this final 
rule with comment period (which are 
available via the Internet on the CMS 
Web site) incorporate the recalibration 
adjustments discussed in sections II.A.1. 
and II.A.2. of this final rule with 
comment period. 


B. Conversion Factor Update 


Section 1833(t)(3)(C) (ii) of the Act 
requires the Secretary to update the 
conversion factor used to determine the 
payment rates under the OPPS on an 
annual basis by applying the OPD fee 
schedule increase factor. For purposes 
of section 1833(t)(3)(C)(iv) of the Act, 
subject to sections 1833(t)(17) and 
1833(t)(3)(F) of the Act, the OPD fee 
schedule increase factor is equal to the 
hospital inpatient market basket 
percentage increase applicable to 
hospital discharges under section 
1886(b)(3)(B)(iii) of the Act. In the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
49994), consistent with current law, 
based on JHS Global Insight, Inc.’s 
second quarter 2014 forecast of the FY 
2015 market basket increase, the FY 
2015 IPPS market basket update is 2.9 
percent. However, sections 1833(t)(3)(F) 
and 1833(t)(3)(G)(iv) of the Act, as 
added by section 3401(i) of the Patient 
Protection and Affordable Care Act of 
2010 (Pub. L. 111-148) and as amended 
by section 10319(g) of that law and 
further amended by section 1105(e) of 
the Health Care and Education 
Reconciliation Act of 2010 (Pub. L. 111- 
152), provide adjustments to the OPD 
fee schedule increase factor for CY 2015. 

Specifically, section 1833(t)(3)(F)(i) of 
the Act requires that, for 2012 and 
subsequent years, the OPD fee schedule 
increase factor under subparagraph 
(C)(iv) be reduced by the productivity 
adjustment described in section 
1886(b)(3)(B)(xi)(I) of the Act. Section 
1886(b)(3)(B)(xi)(I]) of the Act defines 
the productivity adjustment as equal to 
the 10-year moving average of changes 
in annual economy-wide, private 
nonfarm business multifactor 
productivity (MFP) (as projected by the 
Secretary for the 10-year period ending 


with the applicable fiscal year, year, 
cost reporting period, or other annual 
period) (the “MFP adjustment’). In the 
FY 2012 IPPS/LTCH PPS final rule (76 
FR 51689 through 51692), we finalized 
our methodology for calculating and 
applying the MFP adjustment. In the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
49994), we discussed the calculation of 
the MFP adjustment for FY 2015, which 
is 0.5 percentage a 

As we proposed, based on more 
recent data that became subsequently 
available after the publication of the CY 
2015 OPPS/ASC proposed rule (for 
example, a more recent estimate of the 
market basket increase and the MFP 
adjustment), we are using such updated 
data, if appropriate, to determine the CY 
2015 market basket update and the MFP 
adjustment, components in calculating 
the OPD fee schedule increase factor 
under sections 1833(t)(3)(C)(iv) and 
1833(t)(3)(F) of the Act, in this CY 2015 
OPPS/ASC final rule with comment 
period. 

In addition, section 1833(t)(3)(F)(ii) of 
the Act requires that, for each of years 
2010 through 2019, the OPD fee 
schedule increase factor under section 
1833(t)(3)(C)(iv) of the Act be reduced 
by the adjustment described in section 
1833(t)(3)(G) of the Act. For CY 2015, 
section 1833(t)(3)(G)(iv) of the Act 
provides a 0.2 percentage point 
reduction to the OPD fee schedule 
increase factor under section 
1833(t)(3)(C)(iv) of the Act. Therefore, in 
accordance with sections 
1833(t)(3)(F)(ii) and 1833(t)(3)(G)(iv) of 
the Act, as we proposed, we are 
applying a 0.2 percentage point 
reduction to the OPD fee schedule 
increase factor for CY 2015. 

We note that section 1833(t)(3)(F) of 
the Act provides that application of this 
subparagraph may result in the OPD fee 
schedule increase factor under section 
1833(t)(3)(C)(iv) of the Act being less 
than 0.0 percent for a year, and may 
result in OPPS payment rates being less 
than rates for the preceding year. As 
described in further detail below, we are 
finalizing an OPD fee schedule increase 
factor of 2.2 percent for the CY 2015 
OPPS (which is 2.9 percent, the estimate 
of the hospital inpatient market basket 
percentage increase, less the 0.5 
percentage point MFP adjustment, and 
less the 0.2 percentage point additional 
adjustment). 

Hospitals that fail to meet the 
Hospital OQR Program reporting 
requirements are subject to an 
additional reduction of 2.0 percentage 
points from the OPD fee schedule 
increase factor adjustment to the 
conversion factor that would be used to 
calculate the OPPS payment rates for 
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their services, as required by section 
1833(t)(17) of the Act. For further 
discussion of the Hospital OQR 
Program, we refer readers to section 
XIII. of this final rule with comment 
period. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40963), we proposed to 
amend 42 CFR 419.32(b)(1)(iv)(B) by 
adding a new paragraph (6) to reflect the 
requirement in section 1833(t)(3)(F)(i) of 
the Act that, for CY 2015, we reduce the 
OPD fee schedule increase factor by the 
MFP adjustment as determined by CMS, 
and to reflect the requirement in section 
1833(t)(3)(G)(iv) of the Act, as required 
by section 1833(t)(3)(F)(ii) of the Act, 
that we reduce the OPD fee schedule 
increase factor by an additional 0.2 
percentage point for CY 2015. 

We did not receive any public 
comments on our proposed adjustments 
to the OPD fee schedule increase factor 
or the proposed amendment to 
§ 419.32(b)(1)(iv)(B) by adding a new 
paragraph (6) to reflect the requirement 
in section 1833(t)(3)(F)(i) of the Act. 
Therefore, for the reasons discussed 
above, we are adjusting the OPD fee 
schedule increase factor for CY 2015 as 
proposed. We also are finalizing the 
amendment to § 419.32(b)(1)(iv)(B) as 
proposed. 

To set the OPPS conversion factor for 
CY 2015, we proposed to increase the 
CY 2014 conversion factor of $72.672 by 
2.1 percent. In accordance with section 
1833(t)(9)(B) of the Act, we further 
adjusted the conversion factor for CY 
2015 to ensure that any revisions made 
to the wage index and rural adjustment 
were made on a budget neutral basis. 
We proposed a calculated overall budget 
neutrality factor of 0.9998 for wage 
index changes by comparing total 
estimated payments from our simulation 
model using the FY 2015 IPPS wage 
indexes to those payments using the FY 
2014 IPPS wage indexes, as adopted on 
a calendar year basis for the OPPS. 

For CY 2015, we proposed to 
maintain current rural adjustment 
policy, as discussed in section ILE. of 
this final rule with comment period. 
Therefore, the budget neutrality factor 
for the rural adjustment would be 
1.0000. 

For CY 2015, we proposed to continue 
previously established policies for 
implementing the cancer hospital 
payment adjustment described in 
section 1833(t)(18) of the Act, as 
discussed in section II.F. of this final 
rule with comment period. We 
calculated a CY 2015 budget neutrality 
adjustment factor for the cancer hospital 
payment adjustment by comparing 
estimated total CY 2015 payments under 
section 1833(t) of the Act, including the 





CY 2015 cancer hospital payment 
adjustment, to estimated CY 2015 total 
payments using the CY 2014 final 
cancer hospital payment adjustment as 
required under section 1833(t)(18)(B) of 
the Act. The CY 2015 estimated 
payments applying the CY 2015 cancer 
hospital payment adjustment are 
identical to estimated payments 
applying the CY 2014 final cancer 
hospital payment adjustment. Therefore, 
we applied a budget neutrality 
adjustment factor of 1.0000 to the 
conversion factor for the cancer hospital 
payment adjustment. 

For the proposed rule, we estimated 
that pass-through spending for drugs, 
biologicals, and devices for CY 2015 
would equal approximately $15.5 
million, which represented 0.03 percent 
of total projected CY 2015 OPPS 
spending. Therefore, the proposed 
conversion factor would be adjusted by 
the difference between the 0.02 percent 
estimate of pass-through spending for 
CY 2014 and the 0.03 percent estimate 
of pass-through spending for CY 2015, 
resulting in a proposed adjustment for 
CY 2015 of 0.01 percent. Finally, 
estimated payments for outliers would 
remain at 1.0 percent of total OPPS 
payments for CY 2015. 

For the proposed rule, we proposed 
that hospitals that fail to meet the 
reporting requirements of the Hospital 
OQR Program would continue to be 
subject to a further reduction of 2.0 
percentage points to the OPD fee 
schedule increase factor. For hospitals 
that fail to meet the requirements of the 
Hospital OQR Program, we would make 
all other adjustments discussed above, 
but use a reduced OPD fee schedule 
update factor of 0.2 percent (that is, the 
OPD fee schedule increase factor of 2.1 
percent further reduced by 2.0 
percentage points). This resulted in a 
proposed reduced conversion factor for 
CY 2015 of $72.692 for hospitals that 
fail to meet the Hospital OQR 
requirements (a difference of —$1.484 
in the conversion factor relative to 
hospitals that met the requirements). 

Comment: MedPAC noted that CMS is 
required by law to implement the 2015 
update to the conversion factor as stated 
in the Affordable Care Act. In its March 
2014 Report to Congress, MedPAC 
recommended an update of 3.25 percent 
and Congressional action to direct the 
Secretary to reduce or eliminate 
differences in payment rates between 
HOPDs and physician offices, which is 
different from the Affordable Care Act 
requirement. 

Response: As discussed above, section 
1833(t)(3)(C)(ii) of the Act requires the 
Secretary to update the conversion 
factor used to determine the payment 


rates under the OPPS on an annual basis 
by applying the OPD fee schedule 
increase factor. Section 1833(t)(3)(C)(iv) 
provides that the OPD fee schedule 
increase factor, subject to sections 
1833(t)(3)(F) and 1833(t)(3)(G)(iv) of the 
Act, is equal to the hospital inpatient 
market basket percentage increase 
applicable to hospital discharges under 
section 1886(b)(3)(B)(iii) of the Act. 

After consideration of the public 
comment we received, we are finalizing 
the calculation of the CY 2015 OPPS 
conversion factor as proposed. We are 
finalizing the proposed amendment to 
§ 419.32(b)(1)(iv)(B) by adding a new 
paragraph (6) to reflect the reductions to 
the OPD fee schedule increase factor 
that are required for CY 2015 to satisfy 
the statutory requirements of sections 
1833(t)(3)(F) and (t)(3)(G)(iv) of the Act. 
We are using a reduced conversion 
factor of $72.661 in the calculation of 
payments for hospitals that fail to meet 
the Hospital OQR Program requirements 
(a difference of — $1.483 in the 
conversion factor relative to hospitals 
that met the requirements). 

For CY 2015, we are finalizing our 
proposal to continue previously 
established policies for implementing 
the cancer hospital payment adjustment 
described in section 1833(t)(18) of the 
Act, as discussed in section II.F. of this 
final rule with comment period. 

For this final rule with comment 
period, we estimate that pass-through 
spending for drugs, biologicals, and 
devices for CY 2015 will equal 
approximately $82.8 million, which 
represents 0.15 percent of total 
projected CY 2015 OPPS spending. 
Therefore, the conversion factor is also 
adjusted by the difference between the 
0.02 percent estimate of pass-through 
spending for CY 2014 and the 0.15 
percent estimate of pass-through 
spending for CY 2015, resulting in an 
adjustment for CY 2015 of — 0.13 
percent. Finally, estimated payments for 
outliers remain at 1.0 percent of total 
OPPS payments for CY 2015. 

As a result of these final policies, the 
OPD fee schedule increase factor for the 
CY 2015 OPPS is 2.2 percent (which is 
2.9 percent, the estimate of the hospital 
inpatient market basket percentage 
increase, less the 0.5 percentage point 
MFP adjustment, and less the 0.2 
percentage point additional adjustment). 
For CY 2015, we are using a conversion 
factor of $74.144 in the calculation of 
the national unadjusted payment rates 
for those items and services for which 
payment rates are calculated using 
geometric mean costs, that is the OPD 
fee schedule increase factor of 2.2 
percent for CY 2015, the required wage 
index budget neutrality adjustment of 
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approximately 0.9996, the cancer 
hospital payment adjustment of 1.0000, 
and the adjustment of — 0.13 percent of 
projected OPPS spending for the 
difference in the pass-through spending 
result in a conversion factor for CY 2015 
of $74.144. 


C. Wage Index Changes 


Section 1833(t)(2)(D) of the Act 
requires the Secretary to “determine a 
wage adjustment factor to adjust the 
portion of payment and coinsurance 
attributable to labor-related costs for 
relative differences in labor and labor- 
related costs across geographic regions 
in a budget neutral manner”’ (codified at 
42 CFR 419.43(a)). This portion of the 
OPPS payment rate is called the OPPS 
labor-related share. Budget neutrality is 
discussed in section II.B. of this final 
rule with comment period. 

The OPPS labor-related share is 60 
percent of the national OPPS payment. 
This labor-related share is based on a 
regression analysis that determined that, 
for all hospitals, approximately 60 
percent of the costs of services paid 
under the OPPS were attributable to 
wage costs. We confirmed that this 
labor-related share for outpatient 
services is appropriate during our 
regression analysis for the payment 
adjustment for rural hospitals in the CY 
2006 OPPS final rule with comment 
period (70 FR 68553). Therefore, in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40964), we proposed to continue this 
policy for the CY 2015 OPPS. We refer 
readers to section II.H. of this final rule 
with comment period for a description 
and example of how the wage index for 
a particular hospital is used to 
determine payment for the hospital. 

As discussed in section II.A.2.c. of 
this final rule with comment period, for 
estimating APC costs, we standardize 60 
percent of estimated claims costs for 
geographic area wage variation using the 
same FY 2015 pre-reclassified wage 
index that the IPPS uses to standardize 
costs. This standardization process 
removes the effects of differences in area 
wage levels from the determination of a 
national unadjusted OPPS payment rate 
and copayment amount. 

Under 42 CFR 419.41(c)(1) and 
419.43(c) (published in the original 
OPPS April 7, 2000 final rule with 
comment period (65 FR 18495 and 
18545)), the OPPS adopted the final 
fiscal year IPPS wage index as the 
calendar year wage index for adjusting 
the OPPS standard payment amounts for 
labor market differences. Therefore, the 
wage index that applies to a particular 
acute care short-stay hospital under the 
IPPS also applies to that hospital under 
the OPPS. As initially explained in the 


September 8, 1998 OPPS proposed rule 
(63 FR 47576), we believe that using the 
IPPS wage index as the source of an 
adjustment factor for the OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
HOPD within the hospital overall. In 
accordance with section 1886(d)(3)(E) of 
the Act, the IPPS wage index is updated 
annually. 

The Affordable Care Act contained 
several provisions affecting the wage 
index. These provisions were discussed 
in the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74191). As 
discussed in that final rule with 
comment period, section 10324 of the 
Affordable Care Act added section 
1886(d)(3)(E)(iii)(ID) to the Act, which 
defines a ‘‘frontier State,’ and amended 
section 1833(t) of the Act to add new 
paragraph (19), which requires a 
“frontier State’ wage index floor of 1.00 
in certain cases, and states that the 
frontier State floor shall not be applied 
in a budget neutral manner. We codified 
these requirements in § 419.43(c)(2) and 
(c)(3) of our regulations. In the CY 2015 
OPPS/ASC proposed rule (79 FR 40964), 
we proposed to implement this 
provision in the same manner as we 
have since CY 2011. That is, frontier 
State hospitals would receive a wage 
index of 1.00 if the otherwise applicable 
wage index (including reclassification, 
rural and imputed floor, and rural floor 
budget neutrality) is less than 1.00. 
Similar to our current policy for HOPDs 
that are affiliated with multicampus 
hospital systems, we proposed that the 
HOPD would receive a wage index 
based on the geographic location of the 
specific inpatient hospital with which it 
is associated. Therefore, if the 
associated hospital is located in a 
frontier State, the wage index 
adjustment applicable for the hospital 
also will apply for the affiliated HOPD. 
We refer readers to the following 
sections in the FY 2011 through FY 
2015 IPPS/LTCH PPS final rules for 
discussions regarding this provision, 
including our methodology for 
identifying which areas meet the 
definition of ‘frontier States’’ as 
provided for in section 
1886(d)(3)(E)(iii)(ID of the Act: For FY 
2011, 75 FR 50160 through 50161; for 
FY 2012, 76 FR 51793, 51795, and 
51825; for FY 2013, 77 FR 53369 
through 53370; for FY 2014, 78 FR 
50590 through 50591; and for FY 2015, 
79 FR 49971. 

In addition to the changes required by 
the Affordable Care Act, we note that 
the FY 2015 IPPS wage indexes 
continue to reflect a number of 
adjustments implemented over the past 
few years, including, but not limited to, 


reclassification of hospitals to different 
geographic areas, the rural and imputed 
floor provisions, an adjustment for 
occupational mix, and an adjustment to 
the wage index based on commuting 
patterns of employees (the out-migration 
adjustment). We refer readers to the FY 
2015 IPPS/LTCH PPS proposed rule and 
final rule (79 FR 28054 through 28084 
and 79 FR 49950 through 49991, 
respectively) for a detailed discussion of 
all changes to the FY 2015 IPPS wage 
indexes. In addition, we refer readers to 
the CY 2005 OPPS final rule with 
comment period (69 FR 65842 through 
65844) and subsequent OPPS rules for a 
detailed discussion of the history of 
these wage index adjustments as 
applied under the OPPS. 

As discussed in the FY 2015 IPPS/ 
LTCH PPS proposed rule and final rule 
(79 FR 28054 through 28055 and 79 FR 
49951 through 49957, respectively), the 
Office of Management and Budget 
(OMB) issued revisions to the current 
labor market area delineations on 
February 28, 2013, that included a 
number of significant changes such as 
new Core Based Statistical Areas 
(CBSAs), urban counties that become 
rural, rural counties that become urban, 
and existing CBSAs that are split apart 
(OMB Bulletin 13-01). This bulletin can 
be found at: http:// 
www.whitehouse.gov/sites/default/files/ 
omb/bulletins/2013/b13-01.pdf. As we 
stated in the FY 2014 IPPS/LTCH PPS 
final rule (78 FR 50586), in order to 
allow for sufficient time to assess the 
new revisions and their ramifications, 
we intended to propose changes to the 
IPPS wage index based on the newest 
CBSA delineations in the FY 2015 IPPS/ 
LTCH PPS proposed rule. Similarly, in 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 74951), we 
stated that we intended to propose 
changes in the OPPS, which uses the 
IPPS wage index, based on the new 
OMB delineations in the CY 2015 
OPPS/ASC proposed rule, consistent 
with any proposals in the FY 2015 IPPS/ 
LTCH PPS proposed rule. We refer 
readers to proposed changes based on 
the new OMB delineations in the FY 
2015 IPPS/LTCH proposed rule at 79 FR 
28054 through 28084 and the final 
changes based on the new OMB 
delineations in the FY 2015 IPPS/LTCH 
PPS final rule at 79 FR 49950 through 
49966. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40964), we proposed to use 
the FY 2015 hospital IPPS wage index 
for urban and rural areas as the wage 
index for the OPPS hospital to 
determine the wage adjustments for the 
OPPS payment rate and the copayment 
standardized amount for CY 2015. (We 
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refer readers to the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 49850) and the 
final FY 2015 hospital wage index files 
posted on the CMS Web site.) We note 
that the final FY 2015 IPPS wage 
indexes reflect a number of changes as 
a result of the new OMB delineations as 
well as a 1-year extension of the 
imputed rural floor. We proposed that 
the CY 2015 OPPS wage index (for 
hospitals paid under the IPPS and 
OPPS) would be the final FY 2015 IPPS 
wage index. Thus, any adjustments, 
including the adjustments related to the 
new OMB delineations, that were 
finalized for the IPPS wage index would 
be reflected in the OPPS wage index. As 
stated earlier in this section, we 
continue to believe that using the IPPS 
wage index as the source of an 
adjustment factor for the OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
HOPD within the hospital overall. 
Therefore, we did not propose to change 
our existing regulations, which require 
that we use the FY 2015 IPPS wage 
indexes for calculating OPPS payments 
in CY 2015. 

Hospitals that are paid under the 
OPPS but not under the IPPS do not 
have a hospital wage index under the 
IPPS. Therefore, for non-IPPS hospitals 
paid under the OPPS, we assign the 
wage index that would be applicable if 
the hospital were paid under the IPPS, 
based on its geographic location and any 
applicable wage index adjustments. We 
proposed to adopt the final wage index 
changes from the FY 2015 IPPS/LTCH 
PPS final rule for these hospitals. The 
following is a brief summary of the 
major changes in the FY 2015 IPPS wage 
indexes and any adjustments that we 
proposed to apply to these hospitals 
under the OPPS for CY 2015. We refer 
the reader to the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 49950 through 
49991) for a detailed discussion of the 
changes to the wage indexes. 

For CY 2015, we proposed to continue 
our policy of allowing non-IPPS 
hospitals paid under the OPPS to 
qualify for the out-migration adjustment 
if they are located in a section 505 out- 
migration county (section 505 of the 
Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA) (Pub. L. 108-173)). We 
stated in the proposed rule that 
applying this adjustment is consistent 
with our proposed policy of adopting 
IPPS wage index policies for hospitals 
paid under the OPPS. We note that, 
because non-IPPS hospitals cannot 
reclassify, they would be eligible for the 
out-migration wage adjustment if they 
are located in a section 505 out- 
migration county. This is the same out- 





migration adjustment policy that would 
apply if the hospital were paid under 
the IPPS. Table 4] from the FY 2015 
IPPS/LTCH PPS final rule (available via 
the Internet on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/index.htm1) 
identifies counties eligible for the out- 
migration adjustment and IPPS 
hospitals that will receive the 
adjustment for FY 2015. 

As we have done in prior years, we 
are including Table 4J from the FY 2015 
IPPS/LTCH PPS final rule as Addendum 
L to this final rule with comment period 
with the addition of non-IPPS hospitals 
that would receive the section 505 out- 
migration adjustment under the CY 
2015 OPPS. Addendum L is available 
via the Internet on the CMS Web site. 

In the FY 2015 IPPS/LTCH PPS 
proposed rule, we proposed to adopt the 
new OMB labor market area 
delineations issued by OMB in OMB 
Bulletin No. 13-01 on February 28, 
2013, based on standards published on 
June 28, 2010 (75 FR 37246 through 
37252) and the 2010 Census data to 
delineate labor market areas for 
purposes of the IPPS wage index. In the 
FY 2015 IPPS/LTCH PPS final rule, we 
finalized the adoption of the new OMB 
delineations. For IPPS wage index 
purposes, for hospitals that are 
designated as rural under the new OMB 
labor market area delineations that 
currently are located in urban CBSAs, 
we generally assigned them the urban 
wage index value of the CBSA in which 
they are physically located for FY 2014 
for a period of 3 fiscal years (79 FR 
28060 through 28061 and 79 FR 49957 
through 49960). To be consistent, we 
proposed to apply the same policy to 
hospitals paid under the OPPS but not 
under the IPPS so that such hospitals 
will maintain the wage index of the 
CBSA in which they are physically 
located for FY 2014 for the next 3 
calendar years. As stated in the CY 2015 
OPPS/ASC proposed rule (79 FR 40965), 
this proposed policy would impact six 
hospitals for purposes of OPPS 
payment. 

We believe that adopting the new 
OMB labor market area delineations 
creates a more accurate wage index 
system, but we also recognize that 
implementing the new OMB 
delineations may cause some short-term 
instability in hospital payments. 
Therefore, similar to the policy we 
adopted in the FY 2005 IPPS final rule 
(69 FR 49033), in the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 49960 
through 49962), we finalized a 1-year 
blended wage index for all hospitals 
that experience any decrease in their 


actual payment wage index exclusively 
due to the implementation of the new 
OMB delineations. Under this final IPPS 
policy, a post-reclassified wage index 
with the rural and imputed floors 
applied is computed based on the 
hospital’s FY 2014 CBSA (that is, using 
all of its FY 2014 constituent county/ 
ies), and another post-reclassified wage 
index with the rural and imputed floors 
applied is computed based on the 
hospital’s new FY 2015 CBSA (that is, 
the FY 2015 constituent county/ies). We 
then compare these two wage indexes. 
If the FY 2015 wage index with FY 2015 
CBSAs is lower than the FY 2015 wage 
index with FY 2014 CBSAs, we 
compute a blended wage index 
consisting of 50 percent of each of the 
two wage indexes added together. This 
blended wage index will be the IPPS 
hospital’s wage index for FY 2015. In 
the CY 2015 OPPS/ASC proposed rule, 
for purposes of the OPPS, we proposed 
to apply this 50-percent transition blend 
to hospitals paid under the OPPS but 
not under the IPPS. We stated that we 
believe a 1-year, 50/50 blended wage 
index would mitigate the short-term 
instability and negative payment 
impacts due to the implementation of 
the new OMB delineations, providing 
hospitals with a transition period during 
which they may adjust to their new 
geographic CBSA. We believe that a 
longer transition period would reduce 
the accuracy of the overall labor market 
area wage index system, and generally 
would not be warranted for hospitals 
moving from one urban geographic labor 
market area to another. 

In addition, for the FY 2015 IPPS, we 
are continuing the extension of the 
imputed floor policy (both the original 
methodology and alternative 
methodology) for another year, through 
September 30, 2015 (79 FR 49969 
through 49971). For purposes of the CY 
2015 OPPS, we also proposed to apply 
the imputed floor policy to hospitals 
paid under the OPPS but not under the 
IPPS. 

For CMHCs, we proposed to continue 
to calculate the wage index by using the 
post-reclassification IPPS wage index 
based on the CBSA where the CMHC is 
located. As with OPPS hospitals and for 
the same reasons, we proposed to apply 
a 1-year, 50/50 blended wage index to 
CMHCs that would receive a lower wage 
index due to the new CBSA 
delineations. In addition, as with OPPS 
hospitals and for the same reasons, for 
CMHCs currently located in urban 
CBSAs that are designated as rural 
under the new OMB labor market area 
delineations, we proposed to maintain 
the urban wage index value of the CBSA 
in which they are physically located for 
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CY 2014 for the next 3 calendar years. 
Consistent with our current policy, the 
wage index that applies to CMHCs 
includes both the imputed floor 
adjustment and the rural floor 
adjustment, but does not include the 
out-migration adjustment because that 
adjustment only applies to hospitals. 

With the exception of the out- 
migration wage adjustment table 
(Addendum L to this final rule with 
comment period, which is available via 
the Internet on the CMS Web site), 
which includes non-IPPS hospitals paid 
under the OPPS, we are not reprinting 
the FY 2015 IPPS wage indexes 
referenced in this discussion of the 
wage index. We refer readers to the CMS 
Web site for the OPPS at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. At 
this link, readers will find a link to the 
final FY 2015 IPPS wage index tables. 

Comment: One commenter suggested 
that the IPPS rural floor should utilize 
State-specific budget neutrality rather 
than national budget neutrality to 
prevent it from being susceptible to 
gaming by hospitals. The commenter 
suggested that, under the current policy, 
an urban hospital can reclassify to rural 
status to improve the rural wage index 
in the State, which in some cases is 
used as a floor for urban hospitals. 

Response: As we stated in the FY 
2015 IPPS/LTCH PPS final rule (79 FR 
50370), section 3141 of Public Law 111- 
148 requires that a national budget 
neutrality adjustment be applied in 
implementing the rural floor policy 
under the IPPS. Therefore, absent a 
legislative change enacted by Congress, 
we are unable to change the rural floor 
budget neutrality adjustment from a 
national adjustment to a State-specific 
adjustment. In this final rule with 
comment period, we are adopting the 
final fiscal year IPPS wage index as the 
calendar year wage index for adjusting 
the OPPS standard payment amounts for 
labor market differences. We refer 
readers to the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50370 through 50372) 
for further discussion and a detailed 
response to a similar comment. 

After considering the public comment 
we received, we are finalizing our 
proposals to use the FY 2015 IPPS final 
wage index as the CY 2015 wage index 
for OPPS hospitals and CMHCs, as 
discussed above and as set forth in the 
CY 2015 OPPS/ASC proposed rule (79 


FR 40963 through 40965), without 
modification. 


D. Statewide Average Default CCRs 


In addition to using CCRs to estimate 
costs from charges on claims for 
ratesetting, CMS uses overall hospital- 
specific CCRs calculated from the 
hospital’s most recent cost report to 
determine outlier payments, payments 
for pass-through devices, and monthly 
interim transitional corridor payments 
under the OPPS during the PPS year. 
MACs cannot calculate a CCR for some 
hospitals because there is no cost report 
available. For these hospitals, CMS uses 
the statewide average default CCRs to 
determine the payments mentioned 
above until a hospital’s MAC is able to 
calculate the hospital’s actual CCR from 
its most recently submitted Medicare 
cost report. These hospitals include, but 
are not limited to, hospitals that are 
new, have not accepted assignment of 
an existing hospital’s provider 
agreement, and have not yet submitted 
a cost report. CMS also uses the 
statewide average default CCRs to 
determine payments for hospitals that 
appear to have a biased CCR (that is, the 
CCR falls outside the predetermined 
ceiling threshold for a valid CCR) or for 
hospitals in which the most recent cost 
report reflects an all-inclusive rate 
status (Medicare Claims Processing 
Manual (Pub. 100-04), Chapter 4, 
Section 10.11). In the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40966), we 
proposed to update the default ratios for 
CY 2015 using the most recent cost 
report data. We discuss our policy for 
using default CCRs, including setting 
the ceiling threshold for a valid CCR, in 
the CY 2009 OPPS/ASC final rule with 
comment period (73 FR 68594 through 
68599) in the context of our adoption of 
an outlier reconciliation policy for cost 
reports beginning on or after January 1, 
2009. 

For CY 2015, we proposed to continue 
to use our standard methodology of 
calculating the statewide average default 
CCRs using the same hospital overall 
CCRs that we use to adjust charges to 
costs on claims data for setting the CY 
2015 OPPS relative payment weights. 
Table 12 published in the proposed rule 
(79 FR 40966 through 40968) listed the 
proposed CY 2015 default urban and 
rural CCRs by State and compared them 
to the CY 2014 default CCRs. These 
proposed CCRs represented the ratio of 
total costs to total charges for those cost 
centers relevant to outpatient services 


from each hospital’s most recently 
submitted cost report, weighted by 
Medicare Part B charges. We also 
proposed to adjust ratios from submitted 
cost reports to reflect the final settled 
status by applying the differential 
between settled to submitted overall 
CCRs for the cost centers relevant to 
outpatient services from the most recent 
pair of final settled and submitted cost 
reports. We then proposed to weight 
each hospital’s CCR by the volume of 
separately paid line-items on hospital 
claims corresponding to the year of the 
majority of cost reports used to calculate 
the overall CCRs. We refer readers to the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66680 through 
66682) and prior OPPS rules for a more 
detailed discussion of our established 
methodology for calculating the 
statewide average default CCRs, 
including the hospitals used in our 
calculations and our trimming criteria. 

We did not receive any public 
comments on our CY 2015 proposal. 
Therefore, we are finalizing our 
proposal, without modification, to apply 
our standard methodology of calculating 
the statewide average default CCRs 
using the same hospital overall CCRs 
that we used to adjust charges to costs 
on claims data for setting the CY 2015 
OPPS relative payment weights. We 
used this methodology to calculate the 
statewide average default CCRs listed in 
Table 13 below. 

For Maryland, we used an overall 
weighted average CCR for all hospitals 
in the Nation as a substitute for 
Maryland CCRs. Few hospitals in 
Maryland are eligible to receive 
payment under the OPPS, which limits 
the data available to calculate an 
accurate and representative CCR. The 
weighted CCR is used for Maryland 
because it takes into account each 
hospital’s volume, rather than treating 
each hospital equally. We refer readers 
to the CY 2005 OPPS final rule with 
comment period (69 FR 65822) for 
further discussion and the rationale for 
our longstanding policy of using the 
national average CCR for Maryland. In 
general, observed changes in the 
statewide average default CCRs between 
CY 2014 and CY 2015 are modest and 
the few significant changes are 
associated with areas that have a small 
number of hospitals. 

Table 13 below lists the statewide 
average default CCRs for OPPS services 
furnished on or after January 1, 2015. 
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TABLE 183—CY 2015 STATEWIDE AVERAGE CCRS 







State 


PRAIA 2255 o5ccasicsancsciecsneussuacansaaynssonapeaexecdssetecaueessndsies 
PAS PIVIA apsssstisnnicabuansacvesosaaecstalcnnsdecstienusiunseoadeuuionsuetenbua 
PINRO coh bigs Lacan was spy seauktneescaiivnavbbeetk seseenepichasmeroeteeee 
PAUSE A csi once stank paey sec ancugndatissmslindapenconsaneronmancannmeasueeass 
PAPUAN, is ce eens ctbtens psu auscshtcusamavenccsoulehen nasetshcamlacseuun 
DANI PASI Se ccc bate p secu ncGsicnastueskeensubiisasusesbpeleneaoncnreieats 
ARKANSAS 
ARKANSAS 
CALIFORNIA 
CALIFORNIA 
COLORADO 
COLORADO 
RAS MIN asco nos cot oinsns sae ccon panna abvidanebeaseenboasingns 
COIS MASI cca ihcci cee csoncesscsuindeabsvoanzarsmadeesasers eonacessse 
RU AGAR cos sa 2s tessa ecsus ogesan seen pcsusevseeecusunbacusanopestane 
DISTRICT OF COLUMBIA 
FLORIDA 
FLORIDA 
GEORGIA 
GEORGIA 
HAWAII 


IDAHO 
ILLINOIS 
ILLINOIS 
INDIANA 


KANSAS 
KENTUCKY 
KENTUCKY 
POL ORES ANIA ices Gosisecssscnadsct pasteles <nusneaousyansesosesSebenteteiceesaae 
POTS TSPIMPN ihe cecsccka cancuaateha  siusiwsseutinundpirourapnescacsatssiesaes 
MAINE 
MAINE 
BPRS AMA ANND ss iccesucsiecapdacustuycssuccasubeurauscdevarunesncberacenseaten 
BOAPAV RW ARN NNDD cs ss vassal vssieas ep Cosma ocsteuausautcstabenvonssnumaayes 
REPS IG tA NS: so cecesis ssa coccsseedenwesnnasesacauseedacsscmuewebas 
NAPS SPAS SEEMS: ocice es soasanuanuisoscussapiceuncveasco suaneaucueslncs 
MICHIGAN 
MICHIGAN 
MINNESOTA 
MINNESOTA 
MISSISSIPPI 
MISSISSIPPI 
MISSOURI 
MISSOURI 
OIRO AAN I ao css cha sy csr scenwsshncecnbepascauvos santa doneicemsneneraee 
BSW AIP iso cs. des. cass uabupeeeuscnetsusanaausucnea sus caacenspuesosien ts 
NEBRASKA 
NEBRASKA 
NEVADA 
NEVADA 
DIENY APNAUIR sa sccescscsceuicnessscaceseanensdcnassicosenoneseenss 
NEW HAMPSHIRE 
NEW JERSEY 
NEW MEXICO 
NEW MEXICO 
NEW YORK 
NEW YORK 
NORTH CAROLINA 
NORTH CAROLINA 
NORTH DAKOTA 
NORTH DAKOTA 
OTD ss os csascvschoventesass scunenusiuséct aiananeeneeutsstedcaseakanaemeacn: 








Urban/rural 





CY 2015 
default CCR 


0.186 
0.439 
0.294 
0.228 
0.181 
0.262 
0.239 
0.178 
0.196 
0.410 
0.219 
0.339 
0.273 
0.314 
0.299 
0.180 
0.156 
0.256 
0.211 
0.337 
0.307 
0.353 
0.463 
0.252 
0.217 
0.334 
0.262 
0.321 
0.269 
0.300 
0.231 
0.231 
0.212 
0.272 
0.209 
0.430 
0.432 
0.296 
0.244 
0.326 
0.333 
0.371 
0.320 
0.485 
0.347 
0.247 
0.181 
0.267 
0.274 
0.501 
0.386 
0.290 
0.255 
0.241 
0.149 
0.362 
0.280 
0.202 
0.296 
0.294 
0.333 
0.340 
0.280 
0.246 
0.660 
0.395 
0.317 














Previous 
default CCR 
(CY 2014 
OPPS final 
rule) 






0.188 
0.473 
0.302 
0.254 
0.182 
0.244 
0.220 
0.190 
0.206 
0.393 
0.221 
0.343 
0.276 
0.356 
0.279 
0.160 
0.160 
0.260 
0.205 
0.345 
0.298 
0.359 
0.478 
0.252 
0.222 
0.326 
0.288 
0.308 
0.266 
0.313 
0.239 
0.221 
0.225 
0.257 
0.222 
0.452 
0.438 
0.283 
0.248 
0.395 
0.336 
0.341 
0.322 
0.462 
0.349 
0.233 
0.200 
0.263 
0.280 
0.481 
0.384 
0.323 
0.243 
0.220 
0.154 
0.326 
0.287 
0.213 
0.291 
0.304 
0.345 
0.351 
0.258 
0.256 
0.661 
0.400 
0.327 
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TABLE 183—CY 2015 STATEWIDE AVERAGE CCRS—Continued 











default COR 
efault 
State Urban/rural ehunces (CY 2014 
OPPS final 
rule) 
A ON cts cas sds cede dacicucsaiccnniedexanausatassdegavtavacds cade RGA cascode secadevassidacsiantetstasticastestiedstericsa GutnaTees 0.282 0.258 
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CN assess ake sats cucecener acstdtivcasncdwtanadatesu ancien IRIN 8 coches cavedeaveisassz.9 (ead caanny nade Nek tateente ease 0.352 0.357 
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BENING ME VAIUAY on ovis cisesccotadicevacssssinarcesstcaesceseaasticsaensts Ea acd oer a ganadeicwcacticsiesautisarisaeecsavinicctalondiat eeridencas 0.197 0.198 
EN as iicic dcgneips vac cee de saceaeeadseeicccauuscoceandiaaen PRIN 2a cdcuis cess sahesazscratogacecasenias tases cduecdisaavilasautannere 0.577 0.614 
We) aM LON ss ooo assivcauica suanptaddadaraavocdadeseducansevzeeseeddan RUN 5 oniieccceaas ceadaadutcaccouusavcattald sicaqatartaacctulsevataieacn 0.297 0.295 
SOE CRON oases eciacd cincicns dcacancteiendducasddaqucaseaceans RUM tide iiovede iicacacaiitessxdcan qadesitataaeete seats ateniaeea aa 0.191 0.190 
SOIT ED CAMO UINAY css cicciscscentxorsnunsssseesscansestazersevanccuvenne WRN osc fae cescaccaavavvituniegiavicduataicdctensioas tad tuanasceuneastins 0.207 0.203 
SOUR a ENON Sacsacnssnsncscsesveiacavadternadccescanscaeiratcisancetds MON od sca ch ce svaad cuach se ssxadecadagersdeus tamuc stad saastaaastiaaieatna 0.286 0.287 
SOIC RT ER RECON as cccncssncadsvennicoseuatatednsxencstecosusacarnenstwens RRMA ecastactszias sigarziseresestaansiehuducismasa na aaaataen 0.214 0.219 
TAS ORAM pI EE og cas ek cacznsasiccc cud casts cancatts casacnecvsusceaeuczaqazavaiia IIs osirsia page dec cacdenaeisan seca reeeaiataaw tac ervesoueeaalrneeeees 0.203 0.207 
GPRM ROIS RR e535 gaca snc raaxdcas dir cacancrapioernsnsetaciadteaeedemeee ROMO ON dacs cases sccstesadeeensvaqancitaanessanyeacivateaccadivcidateisaen 0.188 0.190 
RAN oan os chaanisacaascdecatuauanlvikemiedivectssusaterTaaa ase UU iss soeeeqdicnthisdins nella aad! 0.251 0.235 
DU es eases cd ccna ctueseaenadurocusiicasieducxaateaiertP ta REINO sis 22s Vissaviiadsetaatiasd Wtdaacraiitsnasieaneeeeaen 0.203 0.197 
CE oooh das Pa cncatnsccessnoxeistncruastuseraaiecsaactentene eaten WRC caxcaivca tasssvatesancadstarscieeatengerdisentecsee tiated 0.481 0.474 
oo cect decison denies saves cavestaveeansauris oucquasctuesatanera ean SRM sc cae sues da szacsncaosesvoxaiesescnea sient deus docaeausraecei 0.335 0.334 
NON 0s ds ccsyankcicnscvasiveracesiccicsndtega diane aa Nps csccvassexsatiatidisdaceaescasaetcwecea te etiasud iy aa taadaataten 0.439 0.456 
NPRM B Oe go oeacrecscdvaswcayiasactecladevalievuoniceeatereiaateeascetieen NERS Cesc sysay aczrasaia vas ceaastaceasdeentiaaicimeaiceteacnlednatieaes 0.353 0.397 
NAN in Noo sniss ecaczaousaacoscvdencasvaavasaudeakcdzaccdusnecevarseaes RENN aia sa zecaecc ac szccvecacas saxsacineus canmasasestea Fivantneshadasaatuasaas 0.219 0.226 
NIT es Sac xa ca usacéns tavecauCvevuvicavealsatgdcahay ea taowmssd teasneatis RIN es os casdes ca sscPeuicuacsyticesius dats alo axataleesausteacalminnoatie 0.241 0.238 
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Noe NIGER occas cusescca yiccus dnsaswskceseaaasascausaeesmracacdeveys MRR RM asec aade dua cakcusalivsalciaccactzcaavaceesiatecieuniczaetducsataes 0.312 0.283 
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Ue NN oie asa cecievatsesteauat cansacieeeaccicseteiasdasouiacoeas Re esactcai css Sozsisestscrieecens er ata sie ase 0.294 0.291 
WO a cicisacccsessteiecascavsaveveiiuhetarisisetattsacastiniasaanns DUC carocistencxaxscastnsssci dani aatuinannn uname 0.429 0.400 
WO eee si ecsircisstinctcconcdveviicritierdatanseciairieiesed IRIN sca sears scaseznneisiaciniseasti caus raceia 0.262 0.269 








E. Adjustment for Rural SCHs and 
EACHs Under Section 1833(t)(13)(B) of 
the Act 


In the CY 2006 OPPS final rule with 
comment period (70 FR 68556), we 
finalized a payment increase for rural 
SCHs of 7.1 percent for all services and 
procedures paid under the OPPS, 
excluding drugs, biologicals, 
brachytherapy sources, and devices paid 
under the pass-through payment policy 
in accordance with section 
1833(t)(13)(B) of the Act, as added by 
section 411 of the Medicare Prescription 
Drug, Improvement, and Modernization 
Act of 2003 (MMA) (Pub. L. 108-173). 
Section 1833(t)(13) of the Act provided 
the Secretary the authority to make an 
adjustment to OPPS payments for rural 
hospitals, effective January 1, 2006, if 
justified by a study of the difference in 
costs by APC between hospitals in rural 
areas and hospitals in urban areas. Our 
analysis showed a difference in costs for 
rural SCHs. Therefore, for the CY 2006 
OPPS, we finalized a payment 
adjustment for rural SCHs of 7.1 percent 
for all services and procedures paid 
under the OPPS, excluding separately 
payable drugs and biologicals, 


brachytherapy sources, and devices paid 
under the pass-through payment policy, 
in accordance with section 
1833(t)(13)(B) of the Act. 

In the CY 2007 OPPS/ASC final rule 
with comment period (71 FR 68010 and 
68227), for purposes of receiving this 
rural adjustment, we revised § 419.43(g) 
of the regulations to clarify that EACHs 
also are eligible to receive the rural SCH 
adjustment, assuming these entities 
otherwise meet the rural adjustment 
criteria. Currently, two hospitals are 
classified as EACHs, and as of CY 1998, 
under section 4201(c) of Public Law 
105-33, a hospital can no longer become 
newly classified as an EACH. 

This adjustment for rural SCHs is 
budget neutral and applied before 
calculating outlier payments and 
copayments. We stated in the CY 2006 
OPPS final rule with comment period 
(70 FR 68560) that we would not 
reestablish the adjustment amount on an 
annual basis, but we may review the 
adjustment in the future and, if 
appropriate, would revise the 
adjustment. We provided the same 7.1 
percent adjustment to rural SCHs, 
including EACHs, again in CYs 2008 
through 2014. Further, in the CY 2009 


OPPS/ASC final rule with comment 
period (73 FR 68590), we updated the 
regulations at § 419.43(g)(4) to specify, 
in general terms, that items paid at 
charges adjusted to costs by application 
of a hospital-specific CCR are excluded 
from the 7.1 percent payment 
adjustment. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40968), for the CY 2015 
OPPS, we proposed to continue our 
policy of a 7.1 percent payment 
adjustment that is done in a budget 
neutral manner for rural SCHs, 
including EACHs, for all services and 
procedures paid under the OPPS, 
excluding separately payable drugs and 
biologicals, devices paid under the pass- 
through payment policy, and items paid 
at charges reduced to costs. 

Comment: Several commenters 
supported the proposed continuation of 
the 7.1 percent rural SCH adjustment. 
Several commenters, including 
MedPAC, also recommended that CMS 
update the analysis in the near future to 
assess if the 7.1 percent payment 
adjustment remains a valid figure. 

Response: We appreciate the 
commenters’ support. We agree that it is 
appropriate to continue the 7.1 percent 
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adjustment for rural SCHs (including 
EACHs) as we proposed for CY 2015. As 
we indicated in the proposed rule (79 
FR 40968), we may reassess the 7.1 
percent rural adjustment in the near 
future by examining differences 
between urban hospitals’ costs and rural 
hospitals’ costs using updated claims, 
cost reports, and provider information. 

After consideration of the public 
comments we received, we are 
finalizing our CY 2015 proposal to 
continue our policy of a 7.1 percent 
payment adjustment that is done in a 
budget neutral manner for rural SCHs, 
including EACHs, for all services and 
procedures paid under the OPPS, 
excluding separately payable drugs and 
biologicals, devices paid under the pass- 
through payment policy, and items paid 
at charges reduced to costs. 


F. OPPS Payment to Certain Cancer 
Hospitals Described by Section 
1886(d)(1)(B)(v) of the Act 


1. Background 


Since the inception of the OPPS, 
which was authorized by the Balanced 
Budget Act of 1997 (BBA) (Pub. L. 105- 
33), Medicare has paid the 11 hospitals 
that meet the criteria for cancer 
hospitals identified in section 
1886(d)(1)(B)(v) of the Act under the 
OPPS for covered outpatient hospital 
services. These cancer hospitals are 
exempted from payment under the IPPS. 
With the Medicare, Medicaid and 
SCHIP Balanced Budget Refinement Act 
of 1999 (Pub. L. 106-113), Congress 
established section 1833(t)(7) of the Act, 
“Transitional Adjustment to Limit 
Decline in Payment,” to determine 
OPPS payments to cancer and children’s 
hospitals based on their pre-BBA 
payment amount (often referred to as 
“held harmless’’). 

As required under section 
1833(t)(7)(D)(ii) of the Act, a cancer 
hospital receives the full amount of the 
difference between payments for 
covered outpatient services under the 
OPPS and a ‘“‘pre-BBA amount.”’ That is, 
cancer hospitals are permanently held 
harmless to their ‘“‘pre-BBA amount,” 
and they receive transitional outpatient 
payments (TOPs) or hold harmless 
payments to ensure that they do not 
receive a payment that is lower under 
the OPPS than the payment they would 
have received before implementation of 
the OPPS, as set forth in section 
1833(t)(7)(F) of the Act. The ‘“‘pre-BBA 
amount” is the product of the hospital’s 
reasonable costs for covered outpatient 
services occurring in the current year 
and the base payment-to-cost ratio (PCR) 
for the hospital defined in section 
1833(t)(7)(F)(ii) of the Act. The “‘pre- 


BBA amount,” including the 
determination of the base PCR, are 
defined at 42 CFR 419.70(f). TOPs are 
calculated on Worksheet E, Part B, of 
the Hospital Cost Report or the Hospital 
Health Care Complex Cost Report (Form 
CMS-2552-96 and Form CMS—2552-10, 
respectively) as applicable each year. 
Section 1833(t)(7)(]) of the Act exempts 
TOPs from budget neutrality 
calculations. 

Section 3138 of the Affordable Care 
Act amended section 1833(t) of the Act 
by adding a new paragraph (18), which 
instructs the Secretary to conduct a 
study to determine if, under the OPPS, 
outpatient costs incurred by cancer 
hospitals described in section 
1886(d)(1)(B)(v) of the Act with respect 
to APC groups exceed outpatient costs 
incurred by other hospitals furnishing 
services under section 1833(t) of the 
Act, as determined appropriate by the 
Secretary. Section 1833(t)(18)(A) of the 
Act requires the Secretary to take into 
consideration the cost of drugs and 
biologicals incurred by cancer and other 
hospitals. Section 1833(t)(18)(B) of the 
Act provides that if the Secretary 
determines that cancer hospitals’ costs 
are greater than other hospitals’ costs, 
the Secretary shall provide an 
appropriate adjustment under section 
1833(t)(2)(E) of the Act to reflect these 
higher costs. In 2011, after conducting 
the study required by section 
1833(t)(18)(A) of the Act, we determined 
that outpatient costs incurred by the 11 
specified cancer hospitals were greater 
than the costs incurred by other OPPS 
hospitals. For a complete discussion 
regarding the cancer hospital cost study, 
we refer readers to the CY 2012 OPPS/ 
ASC final rule with comment period (76 
FR 74200 through 74201). 

Based on these findings, we finalized 
a policy to provide a payment 
adjustment to the 11 specified cancer 
hospitals that reflects their higher 
outpatient costs as discussed in the CY 
2012 OPPS/ASC final rule with 
comment period (76 FR 74202 through 
74206). Specifically, we adopted a 
policy to provide additional payments 
to the cancer hospitals so that each 
cancer hospital’s final PCR for services 
provided in a given calendar year is 
equal to the weighted average PCR 
(which we refer to as the ‘‘target PCR’’) 
for other hospitals paid under the OPPS. 
The target PCR is set in advance of the 
calendar year and is calculated using 
the most recent submitted or settled cost 
report data that are available at the time 
of final rulemaking for the calendar 
year. The amount of the payment 
adjustment is made on an aggregate 
basis at cost report settlement. We note 
that the changes made by section 


1833(t)(18) of the Act do not affect the 
existing statutory provisions that 
provide for TOPs for cancer hospitals. 
The TOPs are assessed as usual after all 
payments, including the cancer hospital 
payment adjustment, have been made 
for a cost reporting period. For CYs 2012 
and 2013, the target PCR for purposes of 
the cancer hospital payment adjustment 
was 0.91. For CY 2014, the target PCR 
for purposes of the cancer hospital 
payment adjustment was 0.89. 


2. Payment Adjustment for Certain 
Cancer Hospitals for CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40968), for CY 2015, we 
proposed to continue our policy to 
provide additional payments to cancer 
hospitals so that each cancer hospital’s 
final PCR is equal to the weighted 
average PCR (or ‘‘target PCR’’) for the 
other OPPS hospitals using the most 
recent submitted or settled cost report 
data that were available at the time of 
the development of the proposed rule. 
To calculate the proposed CY 2015 
target PCR, we used the same extract of 
cost report data from HCRIS, as 
discussed in section II.A. of the 
proposed rule, used to estimate costs for 
the CY 2015 OPPS. Using these cost 
report data, we included data from 
Worksheet E, Part B, for each hospital, 
using data from each hospital’s most 
recent cost report, whether as submitted 
or settled. 

We then limited the dataset to the 
hospitals with CY 2013 claims data that 
we used to model the impact of the 
proposed CY 2015 APC relative 
payment weights (3,881 hospitals) 
because it is appropriate to use the same 
set of hospitals that we used to calibrate 
the modeled CY 2015 OPPS. The cost 
report data for the hospitals in this 
dataset were from cost report periods 
with fiscal year ends ranging from 2012 
to 2013. We then removed the cost 
report data of the 47 hospitals located in 
Puerto Rico from our dataset because we 
do not believe that their cost structure 
reflects the costs of most hospitals paid 
under the OPPS and, therefore, their 
inclusion may bias the calculation of 
hospital-weighted statistics. We also 
removed the cost report data of 27 
hospitals because these hospitals had 
cost report data that were not complete 
(missing aggregate OPPS payments, 
missing aggregate cost data, or missing 
both), so that all cost reports in the 
study would have both the payment and 
cost data necessary to calculate a PCR 
for each hospital, leading to a proposed 
analytic file of 3,807 hospitals with cost 
report data. 

Using this smaller dataset of cost 
report data, we estimated that, on 
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average, the OPPS payments to other 
hospitals furnishing services under the 
OPPS were approximately 89 percent of 
reasonable cost (weighted average PCR 
of 0.89). Therefore, we proposed that the 
payment amount associated with the 
cancer hospital payment adjustment to 
be determined at cost report settlement 
would be the additional payment 
needed to result in a proposed target 
PCR equal to 0.89 for each cancer 
hospital. Table 13 of the proposed rule 
(79 FR 40969) indicated the estimated 
percentage increase in OPPS payments 
to each cancer hospital for CY 2015 due 
to the cancer hospital payment 
adjustment policy. 

Comment: Several commenters noted 
that cancer hospitals have significantly 
higher costs than other OPPS hospitals 
and agreed with CMS’ proposal to 
provide the proposed payment 
adjustment. 

Response: We appreciate the 
commenters’ support of our proposal. 
As described in detail below, we 
performed the same analysis as in 
previous years comparing the PCR for 
these cancer hospitals relative to other 
OPPS hospitals. That study indicates 
that there is a difference in PCRs 


between these hospital types. 
Accordingly, we are finalizing a cancer 
hospital adjustment with a target PCR of 
0.89 based on that analysis. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to establish the 
target PCR equal to 0.89 for each cancer 
hospital. For this final rule with 
comment period, we have rerun our 
calculations to determine the target PCR 
using the latest available cost data and 
have determined that 0.89 is still the 
correct target PCR. We limited the 
dataset to the hospitals with CY 2013 
claims data that we used to model the 
impact of the final CY 2015 APC relative 
payment weights (3,808 hospitals). The 
cost report data for the hospitals in this 
dataset were from cost report periods 
with fiscal year ends ranging from 2011 
to 2013. We removed the cost report 
data of the 47 hospitals located in 
Puerto Rico from our dataset and also 
removed the cost report data of 14 
hospitals that had cost report data that 
were not complete, leading to a final 
analytic file of 3,747 hospitals with cost 
report data. 

Using this smaller dataset of cost 
report data, we estimated that, on 


average, the OPPS payments to other 
hospitals furnishing services under the 
OPPS are approximately 89 percent of 
reasonable cost (weighted average PCR 
of 0.89). Therefore, we are finalizing 
that the payment amount associated 
with the cancer hospital payment 
adjustment to be determined at cost 
report settlement would be the 
additional payment needed to result in 
a target PCR equal to 0.89 for each 
cancer hospital. 


Table 14 below indicates the 
estimated percentage increase in OPPS 
payments to each cancer hospital for CY 
2015 due to the cancer hospital payment 
adjustment policy. The actual amount of 
the CY 2015 cancer hospital payment 
adjustment for each cancer hospital will 
be determined at cost report settlement 
and will depend on each hospital’s CY 
2015 payments and costs. We note that 
the changes made by section 1833(t)(18) 
of the Act do not affect the existing 
statutory provisions that provide for 
TOPs for cancer hospitals. The TOPs 
will be assessed as usual after all 
payments, including the cancer hospital 
payment adjustment, have been made 
for a cost reporting period. 


TABLE 14—ESTIMATED CY 2015 HOSPITAL-SPECIFIC PAYMENT ADJUSTMENT FOR CANCER HOSPITALS TO BE PROVIDED 


AT COST REPORT SETTLEMENT 











Estimated per- 

centage in- 

i ; crease in 

Provider No. Hospital name OPPS pay- 

ments for CY 
2015 

ODOT AG HY osetcde ceecccceteszetics City of Hope Comprehensive: Cancer Comer ...cciscciicseccccsesscsssecisscasicensasscepssssscsscveccnnacenacessancacinasssearasssds 15.5 
OBOE casio sccccsscscvsaatias RIS Gr Ni rie Cra COC Na aos fe casei gec ca adatdncadas eh cedaguaxiesqanaunaaniuasdnanid tsudidensidaazaanucesuccunaiameajeaWiieseds 22.0 
WF vccncssecenciavagecczccesis Syivestes Com prenerisive Canean COINS icc. scviesiecscssend cacousccsdassanesasaeudaccasdessenansdacduacdeunasavessaaqnatcansdaadsdaus 15.8 
WOE ooo deisdrecinciecasutectnn H. Lee Moffitt Cancer Center & Research Institute ........ cece cccecccecseeeececesteeeeeecetaeeeeeeeneseeeesteneeeeeneea 19.9 
AON ooo cacecaidciccensaxexaene Rear Peta cru bceue © cante tale WU ete ENON ceca sats ak ced dir dacazdensseeaseTacdeddaacauiladeducdsvauncadadaaudnudiadaseaiveshuccddtdaradiveaiiacadecddea 47.6 
NG oss cassig'sdxincerasncnews Mamorial Sloan-Ketiarinies Cancer Cee .iicssiscnccscccccnscsiccceccscseiensedavacessszesscncsuvacdsesewaicesdcacnsecsasesacescosese 46.7 
SONIA sncinc sci cvnsévvdacvesseees TRGEGR Ghee er cat Os © cane ete ESSER ION os isc a 5a sniaiasedcsscozcageseesvssuddeussasayeusacodeascacauddus sacs ucuntavssdacdandgcsacacdenadoaxeanasaan 16.6 
A os sxc icctndavaneconsnns James Cancer Hospital & Solove Research Institute .............c cece ceccseeceeeceeeceeeeeeenneseeaeeeseeeeeeeseneeteettaaaenes 35.1 
SIME ec2in cs eace toda cuancsodeenc Fries Ci eaeaee Cine CNN ai cscs ss ccc cabawcazs cine sence vacceauvaaassuaawesdacadaaanucee tans diaesaaudeadhaeissacakiansadeadaaseiasea 18.5 
GAMA ooo iccsiccterescccvcseeces DEED.  FVVGteS Ot Clee Ce idaccaciecca scien ses sacalcpetacasacaaday Sazsacdadaascaus ven diacadasastudduassdladeaaaasdudacasisadaWiausisis 60.1 
OI ose oss cv tcanadicte estas Sra TAT Ci resco © cant Fue es oasis ccna Scasuascasguececdudesasead ladaatedgeatae vieedieadugsadiuseaqasieailiqas Gantaeseatonineeees 53.9 


G. Hospital Outpatient Outlier 
Payments 


1. Background 


The OPPS provides outlier payments 
to hospitals to help mitigate the 
financial risk associated with high-cost 
and complex procedures, where a very 
costly service could present a hospital 
with significant financial loss. As 
explained in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
74958 through 74960), we set our 
projected target for aggregate outlier 
payments at 1.0 percent of the estimated 
aggregate total payments under the 


OPPS for the prospective year. Outlier 
payments are provided on a service-by- 
service basis when the cost of a service 
exceeds the APC payment amount 
multiplier threshold (the APC payment 
amount multiplied by a certain amount) 
as well as the APC payment amount 
plus a fixed-dollar amount threshold 
(the APC payment plus a certain amount 
of dollars). In CY 2014, the outlier 
threshold was met when the hospital’s 
cost of furnishing a service exceeded 
1.75 times (the multiplier threshold) the 
APC payment amount and exceeded the 
APC payment amount plus $2,900 (the 


fixed-dollar amount threshold). If the 
cost of a service exceeds both the 
multiplier threshold and the fixed- 
dollar threshold, the outlier payment is 
calculated as 50 percent of the amount 
by which the cost of furnishing the 
service exceeds 1.75 times the APC 
payment amount. Beginning with CY 
2009 payments, outlier payments are 
subject to a reconciliation process 
similar to the IPPS outlier reconciliation 
process for cost reports, as discussed in 
the CY 2009 OPPS/ASC final rule with 
comment period (73 FR 68594 through 
68599). 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66833 








It has been our policy to report the 
actual amount of outlier payments as a 
percent of total spending in the claims 
being used to model the OPPS. Our 
current estimate of total outlier 
payments as a percent of total CY 2013 
OPPS payment, using available CY 2013 
claims and the revised OPPS 
expenditure estimate for the FY 2015 
President’s Budget Mid-Session Review, 
is approximately 1.4 percent of the total 
aggregated OPPS payments. Therefore, 
for CY 2013, we estimate that we paid 
0.4 percent above the CY 2013 outlier 
target of 1.0 percent of total aggregated 
OPPS payments. 

Using CY 2013 claims data and CY 
2014 payment rates, we currently 
estimate that the aggregate outlier 
payments for CY 2014 will be 
approximately 0.8 percent of the total 
CY 2014 OPPS payments. The 
difference between 0.8 percent and the 
1.0 percent target is reflected in the 
regulatory impact analysis in section 
XXII. of this final rule with comment 
period. We provide estimated CY 2015 
outlier payments for hospitals and 
CMHCs with claims included in the 
claims data that we used to model 
impacts in the Hospital-Specific 
Impacts—Provider-Specific Data file on 
the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 


2. Outlier Calculation 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40970), for CY 2015, we 
proposed to continue our policy of 
estimating outlier payments to be 1.0 
percent of the estimated aggregate total 
payments under the OPPS. We proposed 
that a portion of that 1.0 percent, an 
amount equal to 0.47 percent of outlier 
payments (or 0.0047 percent of total 
OPPS payments) would be allocated to 
CMHCs for PHP outlier payments. This 
is the amount of estimated outlier 
payments that would result from the 
proposed CMHC outlier threshold as a 
proportion of total estimated OPPS 
outlier payments. As discussed in 
section VIII.D. of the proposed rule, for 
CMHCs, we proposed to continue our 
longstanding policy that if a CMHC’s 
cost for partial hospitalization services, 
paid under either APC 0172 (Level I 
Partial Hospitalization (3 services) for 
CMHCs) or APC 0173 (Level II Partial 
Hospitalization (4 or more services) for 
CMHGCs), exceeds 3.40 times the 
payment rate for APC 0173, the outlier 
payment would be calculated as 50 
percent of the amount by which the cost 
exceeds 3.40 times the APC 0173 
payment rate. For further discussion of 
CMHC outlier payments, we refer 


readers to section VIII.D. of the 
proposed rule and this final rule with 
comment period. 

To ensure that the estimated CY 2015 
aggregate outlier payments would equal 
1.0 percent of estimated aggregate total 
payments under the OPPS, we proposed 
that the hospital outlier threshold be set 
so that outlier payments would be 
triggered when a hospital’s cost of 
furnishing a service exceeds 1.75 times 
the APC payment amount and exceeds 
the APC payment amount plus $3,100. 

We wicuieten the proposed fixed- 
dollar threshold of $3,100 using the 
standard methodology most recently 
used for CY 2014 (78 FR 74959 through 
74960). For purposes of estimating 
outlier payments for the proposed rule, 
we used the hospital-specific overall 
ancillary CCRs available in the April 
2014 update to the Outpatient Provider- 
Specific File (OPSF). The OPSF 
contains provider-specific data, such as 
the most current CCRs, which are 
maintained by the MACs and used by 
the OPPS Pricer to pay claims. The 
claims that we use to model each OPPS 
update lag by 2 years. 

In order to estimate the CY 2015 
hospital outlier payments for the 
proposed rule, we inflated the charges 
on the CY 2013 claims using the same 
inflation factor of 1.1146 that we used 
to estimate the IPPS fixed-dollar outlier 
threshold for the FY 2015 IPPS/LTCH 
PPS proposed rule (79 FR 28321). We 
used an inflation factor of 1.0557 to 
estimate CY 2014 charges from the CY 
2013 charges reported on CY 2013 
claims. The methodology for 
determining this charge inflation factor 
is discussed in the FY 2015 IPPS/LTCH 
PPS proposed rule (79 FR 28321) and 
final rule (79 FR 50374). As we stated 
in the CY 2005 OPPS final rule with 
comment period (69 FR 65845), we 
believe that the use of these charge 
inflation factors are appropriate for the 
OPPS because, with the exception of the 
inpatient routine service cost centers, 
hospitals use the same ancillary and 
outpatient cost centers to capture costs 
and charges for inpatient and outpatient 
services. 

As noted in the CY 2007 OPPS/ASC 
final rule with comment period (71 FR 
68011), we are concerned that we could 
systematically overestimate the OPPS 
hospital outlier threshold if we did not 
apply a CCR inflation adjustment factor. 
Therefore, we proposed to apply the 
same CCR inflation adjustment factor 
that we proposed to apply for the FY 
2015 IPPS outlier calculation to the 
CCRs used to simulate the proposed CY 
2015 OPPS outlier payments to 
determine the fixed-dollar threshold. 
Specifically, for CY 2015, we proposed 


to apply an adjustment factor of 0.9813 
to the CCRs that were in the April 2014 
OPSF to trend them forward from CY 
2014 to CY 2015. The methodology for 
calculating this proposed adjustment 
was discussed in the FY 2015 IPPS/ 
LTCH PPS proposed rule (79 FR 28321) 
and finalized in the FY 2015 IPPS/LTCH 
PS final rule (79 FR 50374). 

To model hospital outlier payments 
for the proposed rule, we applied the 
overall CCRs from the April 2014 OPSF 
file after adjustment (using the proposed 
CCR inflation adjustment factor of 
0.9813 to approximate CY 2015 CCRs) to 
charges on CY 2013 claims that were 
adjusted (using the proposed charge 
inflation factor of 1.1146 to approximate 
CY 2015 charges). We simulated 
aggregated CY 2015 hospital outlier 
payments using these costs for several 
different fixed-dollar thresholds, 
holding the 1.75 multiple threshold 
constant and assuming that outlier 
payments would continue to be made at 
50 percent of the amount by which the 
cost of furnishing the service would 
exceed 1.75 times the APC payment 
amount, until the total outlier payments 
equaled 1.0 percent of aggregated 
estimated total CY 2015 OPPS 
payments. We estimated that a proposed 
fixed-dollar threshold of $3,100, 
combined with the proposed multiple 
threshold of 1.75 times the APC 
payment rate, would allocate 1.0 
percent of aggregated total OPPS 
payments to outlier payments. For 
CMHCs, we proposed that, if a CMHC’s 
cost for partial hospitalization services, 
paid under either APC 0172 or APC 
0173, exceeds 3.40 times the payment 
rate for APC 0173, the outlier payment 
would be calculated as 50 percent of the 
amount by which the cost exceeds 3.40 
times the APC 0173 payment rate. 

Section 1833(t)(17)(A) of the Act, 
which applies to hospitals as defined 
under section 1886(d)(1)(B) of the Act, 
requires that hospitals that fail to report 
data required for the quality measures 
selected by the Secretary, in the form 
and manner required by the Secretary 
under 1833(t)(17)(B) of the Act, incur a 
2.0 percentage point reduction to their 
OPD fee schedule increase factor, that 
is, the annual payment update factor. 
The application of a reduced OPD fee 
schedule increase factor results in 
reduced national unadjusted payment 
rates that will apply to certain 
outpatient items and services furnished 
by hospitals that are required to report 
outpatient quality data and that fail to 
meet the Hospital OQR Program 
requirements. For hospitals that fail to 
meet the Hospital OQR Program 
requirements, we proposed to continue 
the policy that we implemented in CY 
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2010 that the hospitals’ costs will be 
compared to the reduced payments for 
purposes of outlier eligibility and 
payment calculation. For more 
information on the Hospital OQR 
Program, we refer readers to section 
XIII. of this final rule with comment 
period. 

Comment: A few commenters 
suggested that CMS not increase the 
outlier payment fixed dollar threshold 
from $2,900 to $3,100. One commenter 
suggested that CMS maintain the CY 
2014 fixed-dollar threshold of $2,900, 
while another commenter suggested that 
CMS lower the CY 2014 fixed-dollar 
threshold because CMS’ projection of 
CY 2014 outlier payments in the 
proposed rule estimated that outlier 
payments would be below the target of 
1.0 percent of OPPS payments. 

Response: We set the proposed CY 
2015 outlier payment fixed-dollar 
threshold at $3,100 so that projected 
outlier payments would equal 1.0 
percent of total OPPS payments. We 
projected that CY 2014 outlier payments 
would fall below the 1.0 percent target 
with the $2,900 threshold. However, we 
estimated that changes to recalibrate 
APCs and other payment policy changes 
would result in outlier payments greater 
than the 1.0 percent target in CY 2015 
if we did not increase the fixed-dollar 
threshold. As discussed below, based on 
the more recent data available for this 
final rule with comment period, the CY 
2015 outlier payment fixed-dollar 
threshold will be $2,775. When 
combined with the multiple threshold 
of 1.75 times the APC payment rate, this 
fixed-dollar threshold will allocate an 
estimated 1.0 percent of projected total 
OPPS payments to outlier payments for 
CY 2015. 


3. Final Outlier Calculation 


Consistent with historical practice, we 
used updated data for this final rule 
with comment period. For CY 2015, we 
are applying the overall CCRs from the 
July 2014 OPSF file after adjustment 
(using the CCR inflation adjustment 
factor of 0.9821 to approximate CY 2015 
CCRs) to charges on CY 2013 claims that 
were adjusted (using the charge 
inflation factor of 1.1044 to approximate 
CY 2015 charges). These are the same 
CCR adjustment and charge inflation 
factors that were used to set the IPPS 
fixed-dollar threshold for the FY 2015 
IPPS/LTCH PPS final rule (79 FR 50379 
through 50380). We simulated 
aggregated CY 2015 hospital outlier 
payments using these costs for several 
different fixed-dollar thresholds, 
holding the 1.75 multiple threshold 
constant and assuming that outlier 
payments will continue to be made at 50 


percent of the amount by which the cost 
of furnishing the service would exceed 
1.75 times the APC payment amount, 
until the total outlier payments equaled 
1.0 percent of aggregated estimated total 
CY 2015 OPPS payments. We estimate 
that a fixed-dollar threshold of $2,775, 
combined with the multiple threshold 
of 1.75 times the APC payment rate, will 
allocate 1.0 percent of aggregated total 
OPPS payments to outlier payments. For 
CMHCs, if a CMHC’s cost for partial 
hospitalization services, paid under 
either APC 0172 or APC 0173, exceeds 
3.40 times the payment rate for APC 
0173, the outlier payment will be 
calculated as 50 percent of the amount 
by which the cost exceeds 3.40 times 
the APC 0173 payment rate. 


H. Calculation of an Adjusted Medicare 
Payment From the National Unadjusted 
Medicare Payment 


The basic methodology for 
determining prospective payment rates 
for HOPD services under the OPPS is set 
forth in existing regulations at 42 CFR 
Part 419, Subparts C and D. For this CY 
2015 OPPS/ASC final rule with 
comment period, the payment rate for 
most services and procedures for which 
payment is made under the OPPS is the 
product of the conversion factor 
calculated in accordance with section 
I1.B. of this final rule with comment 
period and the relative payment weight 
determined under section II.A. of this 
final rule with comment period. 
Therefore, the national unadjusted 
payment rate for most APCs contained 
in Addendum A to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site) and 
for most HCPCS codes to which separate 
payment under the OPPS has been 
assigned in Addendum B to this final 
rule with comment period (which is 
available via the Internet on the CMS 
Web site) was calculated by multiplying 
the CY 2015 scaled weight for the APC 
by the CY 2015 conversion factor. 

We note that section 1833(t)(17) of the 
Act, which applies to hospitals as 
defined under section 1886(d)(1)(B) of 
the Act, requires that hospitals that fail 
to submit data required to be submitted 
on quality measures selected by the 
Secretary, in the form and manner and 
at a time specified by the Secretary, 
incur a reduction of 2.0 percentage 
points to their OPD fee schedule 
increase factor, that is, the annual 
payment update factor. The application 
of a reduced OPD fee schedule increase 
factor results in reduced national 
unadjusted payment rates that apply to 
certain outpatient items and services 
provided by hospitals that are required 
to report outpatient quality data and 


that fail to meet the Hospital OQR 
Program (formerly referred to as the 
Hospital Outpatient Quality Data 
Reporting Program (HOP QDRP)) 
requirements. For further discussion of 
the payment reduction for hospitals that 
fail to meet the requirements of the 
Hospital OQR Program, we refer readers 
to section XIII. of this final rule with 
comment period. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40971 through 40972), we 
demonstrated the steps on how to 
determine the APC payments that will 
be made in a calendar year under the 
OPPS to a hospital that fulfills the 
Hospital OQR Program requirements 
and to a hospital that fails to meet the 
Hospital OQR Program requirements for 
a service that has any of the following 
status indicator assignments: ‘‘J1,” “P,” 
ea a. = es 8, 
or ‘‘V”’ (as defined in Addendum D1 to 
the proposed rule), in a circumstance in 
which the multiple procedure discount 
does not apply, the procedure is not 
bilateral, and conditionally packaged 
services (status indicator of “Q1” and 
“‘Q2’’) qualify for separate payment. We 
are finalizing the methodology as 
proposed and demonstrate below how 
to calculate final CY 2015 OPPS 
payments using the same parameters. 

We note that, although blood and 
blood products with status indicator 
“R” and brachytherapy sources with 
status indicator ‘‘U”’ are not subject to 
wage adjustment, they are subject to 
reduced payments when a hospital fails 
to meet the Hospital OQR Program 
requirements. We note that we are 
creating new status indicator “J1”’ to 
reflect the comprehensive APCs 
discussed in section II.A.2.e. of this 
final rule with comment period. We also 
note that we are deleting status 
indicator ““X”’ as part of the CY 2015 
packaging policy for ancillary services, 
discussed in section II.A.3. of this final 
rule with comment period. 

We did not receive any public 
comments on the proposed calculation 
of an adjusted Medicare payment. 
Therefore, we are finalizing the 
calculation of an adjusted Medicare 
payment, where appropriate, in the 
manner described as follows. Individual 
providers interested in calculating the 
payment amount that they will receive 
for a specific service from the national 
unadjusted payment rates presented in 
Addenda A and B to this final rule with 
comment period (which are available 
via the Internet on the CMS Web site) 
should follow the formulas presented in 
the following steps. For purposes of the 
payment calculations below, we refer to 
the national unadjusted payment rate 
for hospitals that meet the requirements 
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of the Hospital OQR Program as the 
“full” national unadjusted payment 
rate. We refer to the national unadjusted 
payment rate for hospitals that fail to 
meet the requirements of the Hospital 
OQR Program as the “reduced” national 
unadjusted payment rate. The reduced 
national unadjusted payment rate is 
calculated by multiplying the reporting 
ratio of 0.980 times the “full’’ national 
unadjusted payment rate. The national 
unadjusted payment rate used in the 
calculations below is either the full 
national unadjusted payment rate or the 
reduced national unadjusted payment 
rate, depending on whether the hospital 
met its Hospital OQR Program 
requirements in order to receive the full 
CY 2015 OPPS fee schedule increase 
factor of 2.2 percent. 

Step 1. Calculate 60 percent (the 
labor-related portion) of the national 
unadjusted payment rate. Since the 
initial implementation of the OPPS, we 
have used 60 percent to represent our 
estimate of that portion of costs 
attributable, on average, to labor. We 
refer readers to the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18496 through 18497) for a detailed 
discussion of how we derived this 
percentage. During our regression 
analysis for the payment adjustment for 
rural hospitals in the CY 2006 OPPS 
final rule with comment period (70 FR 
68553), we confirmed that this labor- 
related share for hospital outpatient 
services is appropriate. 

The formula below is a mathematical 
representation of Step 1 and identifies 
the labor-related portion of a specific 
payment rate for a specific service. 


X is the labor-related portion of the 
national unadjusted payment rate. 

X = .60 * (national unadjusted payment 
rate). 

Step 2. Determine the wage index area 
in which the hospital is located and 
identify the wage index level that 
applies to the specific hospital. We note 
that under the CY 2015 OPPS policy for 
transitioning wage indexes into the new 
OMB labor market area delineations, a 
hold harmless policy for the wage index 
may apply, as discussed in section II.C. 
of this final rule with comment period. 
The wage index values assigned to each 
area reflect the geographic statistical 
areas (which are based upon OMB 
standards) to which hospitals are 
assigned for FY 2015 under the IPPS, 
reclassifications through the MGCRB, 
section 1886(d)(8)(B) ‘“Lugar’’ hospitals, 
reclassifications under section 
1886(d)(8)(E) of the Act, as defined in 
§ 412.103 of the regulations, and 
hospitals designated as urban under 
section 601(g) of Public Law 98-21. (For 


further discussion of the changes to the 

FY 2015 IPPS wage indices, as applied 

to the CY 2015 OPPS, we refer readers 

to section ILC. of this final rule with 
comment period.) As we proposed, we 
are continuing to apply a wage index 
floor of 1.00 to frontier States, in 
accordance with section 10324 of the 

Affordable Care Act of 2010. 

Step 3. Adjust the wage index of 
hospitals located in certain qualifying 
counties that have a relatively high 
percentage of hospital employees who 
reside in the county, but who work in 
a different county with a higher wage 
index, in accordance with section 505 of 
Public Law 108-173. Addendum L to 
this final rule with comment period 
(which is available via the Internet on 
the CMS Web site) contains the 
qualifying counties and the associated 
wage index increase developed for the 
FY 2015 IPPS and listed as Table 4J in 
the FY 2015 IPPS/LTCH PPS final rule 
(79 FR 49854) and available via the 
Internet on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
AcutelnpatientPPS/index.html. This 
step is to be followed only if the 
hospital is not reclassified or 
redesignated under section 1886(d)(8) or 
section 1886(d)(10) of the Act. 

Step 4. Multiply the applicable wage 
index determined under Steps 2 and 3 
by the amount determined under Step 1 
that represents the labor-related portion 
of the national unadjusted payment rate. 

The formula below is a mathematical 
representation of Step 4 and adjusts the 
labor-related portion of the national 
unadjusted payment rate for the specific 
service by the wage index. 

X, is the labor-related portion of the 
national unadjusted payment rate 
(wage adjusted). 

X, = .60 * (national unadjusted payment 
rate) * applicable wage index. 

Step 5. Calculate 40 percent (the 
nonlabor-related portion) of the national 
unadjusted payment rate and add that 
amount to the resulting product of Step 
4. The result is the wage index adjusted 
payment rate for the relevant wage 
index area. 

The formula below is a mathematical 
representation of Step 5 and calculates 
the remaining portion of the national 
payment rate, the amount not 
attributable to labor, and the adjusted 
payment for the specific service. 

Y is the nonlabor-related portion of the 
national unadjusted payment rate. 

Y = .40 * (national unadjusted payment 
rate). 

Adjusted Medicare Payment = Y + Xz. 

Step 6. If a provider is an SCH, as set 
forth in the regulations at § 412.92, or an 





EACH, which is considered to be an 
SCH under section 1886(d)(5)(D) (iii) (IID) 
of the Act, and located in a rural area, 
as defined in § 412.64(b), or is treated as 
being located in a rural area under 

§ 412.103, multiply the wage index 
adjusted payment rate by 1.071 to 
calculate the total payment. 


The formula below is a mathematical 
representation of Step 6 and applies the 
rural adjustment for rural SCHs. 


Adjusted Medicare Payment (SCH or 
EACH) = Adjusted Medicare Payment * 
1.071. 


We are providing examples below of 
the calculation of both the full and 
reduced national unadjusted payment 
rates that will apply to certain 
outpatient items and services performed 
by hospitals that meet and that fail to 
meet the Hospital OQR Program 
requirements, using the steps outlined 
above. For purposes of this example, we 
used a provider that is located in 
Brooklyn, New York that is assigned to 
CBSA 35614. This provider bills one 
service that is assigned to APC 0019 
(Level I Excision/Biopsy). The CY 2015 
full national unadjusted payment rate 
for APC 0019 is approximately $378.41. 
The reduced national unadjusted 
payment rate for APC 0019 for a 
hospital that fails to meet the Hospital 
OQR Program requirements is 
approximately $370.84. This reduced 
rate is calculated by multiplying the 
reporting ratio of 0.980 by the full 
unadjusted payment rate for APC 0019. 


The FY 2015 wage index for a 
provider located in CBSA 35614 in New 
York is 1.2973. This is based on the 1- 
year 50/50 transition blend between the 
wage index under the old CBSA 35644 
(1.3115) and the wage index under the 
new CBSA 35614 (1.2831). The labor- 
related portion of the full national 
unadjusted payment is approximately 
$294.55 (.60 * $378.41 * 1.2973). The 
labor-related portion of the reduced 
national unadjusted payment is 
approximately $288.65 (.60 * $370.84 * 
1.2973). The nonlabor-related portion of 
the full national unadjusted payment is 
approximately $151.36 (.40 * $378.41). 
The nonlabor-related portion of the 
reduced national unadjusted payment is 
approximately $148.34 (40 * $370.84). 
The sum of the labor-related and 
nonlabor-related portions of the full 
national adjusted payment is 
approximately $445.91 ($294.55 + 
$151.36). The sum of the reduced 
national adjusted payment is 
approximately $436.99 ($288.65 + 
$148.34). 
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I. Beneficiary Copayments 


1. Background 


Section 1833(t)(3)(B) of the Act 
requires the Secretary to set rules for 
determining the unadjusted copayment 
amounts to be paid by beneficiaries for 
covered OPD services. Section 
1833(t)(8)(C)(ii) of the Act specifies that 
the Secretary must reduce the national 
unadjusted copayment amount for a 
covered OPD service (or group of such 
services) furnished in a year in a 
manner so that the effective copayment 
rate (determined on a national 
unadjusted basis) for that service in the 
year does not exceed a specified 
percentage. As specified in section 
1833(t)(8)(C)(ii)(V) of the Act, the 
effective copayment rate for a covered 
OPD service paid under the OPPS in CY 
2006, and in calendar years thereafter, 
shall not exceed 40 percent of the APC 
payment rate. 

Section 1833(t)(3)(B)(ii) of the Act 
provides that, for a covered OPD service 
(or group of such services) furnished in 
a year, the national unadjusted 
copayment amount cannot be less than 
20 percent of the OPD fee schedule 
amount. However, section 
1833(t)(8)(C)(i) of the Act limits the 
amount of beneficiary copayment that 
may be collected for a procedure 
performed in a year to the amount of the 
inpatient hospital deductible for that 
year. 

Section 4104 of the Affordable Care 
Act eliminated the Part B coinsurance 
for preventive services furnished on and 
after January 1, 2011, that meet certain 
requirements, including flexible 
sigmoidoscopies and screening 
colonoscopies, and waived the Part B 
deductible for screening colonoscopies 
that become diagnostic during the 
procedure. Our discussion of the 
changes made by the Affordable Care 
Act with regard to copayments for 
preventive services furnished on and 
after January 1, 2011, may be found in 
section XII.B. of the CY 2011 OPPS/ASC 
final rule with comment period (75 FR 
72013). 


2. OPPS Copayment Policy 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40973), for CY 2015, we 
proposed to determine copayment 
amounts for new and revised APCs 
using the same methodology that we 
implemented beginning in CY 2004. 
(We refer readers to the November 7, 
2003 OPPS final rule with comment 
period (68 FR 63458).) In addition, we 
proposed to use the same standard 
rounding principles that we have 
historically used in instances where the 
application of our standard copayment 


methodology would result in a 
copayment amount that is less than 20 
percent and cannot be rounded, under 
standard rounding principles, to 20 
percent. (We refer readers to the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66687) in which 
we discuss our rationale for applying 
these rounding principles.) The 
proposed national unadjusted 
copayment amounts for services payable 
under the OPPS that would be effective 
January 1, 2015, were shown in 
Addenda A and B to the proposed rule 
(which are available via the Internet on 
the CMS Web site). As discussed in 
section XII.G. of the proposed rule, for 
CY 2015, the Medicare beneficiary’s 
minimum unadjusted copayment and 
national unadjusted copayment for a 
service to which a reduced national 
unadjusted payment rate applies equals 
the product of the reporting ratio and 
the national unadjusted copayment, or 
the product of the reporting ratio and 
the minimum unadjusted copayment, 
respectively, for the service. 

We note that OPPS copayments may 
increase or decrease each year based on 
changes in the calculated APC payment 
rates due to updated cost report and 
claims data, and any changes to the 
OPPS cost modeling process. However, 
as described in the CY 2004 OPPS/ASC 
final rule with comment period, the 
development of the copayment 
methodology generally moves 
beneficiary copayments closer to 20 
percent of OPPS APC payments (68 FR 
63458 through 63459). 

We did not receive any public 
comments regarding the proposed 
methodology for calculating copayments 
for CY 2015. Therefore, for the reasons 
set forth in this final rule with comment 
period, we are finalizing our proposed 
CY 2015 copayment methodology 
without modification. 


3. Calculation of an Adjusted 
Copayment Amount for an APC Group 


Individuals interested in calculating 
the national copayment liability for a 
Medicare beneficiary for a given service 
provided by a hospital that met or failed 
to meet its Hospital OQR Program 
requirements should follow the 
formulas presented in the following 
steps. 

Step 1. Calculate the beneficiary 
payment percentage for the APC by 
dividing the APC’s national unadjusted 
copayment by its payment rate. For 
example, using APC 0019, 
approximately $75.68 is 20 percent of 
the full national unadjusted payment 
rate of approximately $378.41. For APCs 
with only a minimum unadjusted 
copayment in Addenda A and B to this 


final rule with comment period (which 
are available via the Internet on the 
CMS Web site), the beneficiary payment 
percentage is 20 percent. 

The formula below is a mathematical 
representation of Step 1 and calculates 
the national copayment as a percentage 
of national payment for a given service. 


B is the beneficiary payment percentage. 

B = National unadjusted copayment for 
APC/national unadjusted payment 
rate for APC. 


Step 2. Calculate the appropriate 
wage-adjusted payment rate for the APC 
for the provider in question, as 
indicated in Steps 2 through 4 under 
section II.H. of this final rule with 
comment period. Calculate the rural 
adjustment for eligible providers as 
indicated in Step 6 under section II.H. 
of this final rule with comment period. 

Step 3. Multiply the percentage 
calculated in Step 1 by the payment rate 
calculated in Step 2. The result is the 
wage-adjusted copayment amount for 
the APC. 

The formula below is a mathematical 
representation of Step 3 and applies the 
beneficiary payment percentage to the 
adjusted payment rate for a service 
calculated under section II.H. of this 
final rule with comment period, with 
and without the rural adjustment, to 
calculate the adjusted beneficiary 
copayment for a given service. 

Wage-adjusted copayment amount for 
the APC = Adjusted Medicare Payment 
72 

Wage-adjusted copayment amount for 
the APC (SCH or EACH) = (Adjusted 
Medicare Payment * 1.071) * B. 

Step 4. For a hospital that failed to 
meet its Hospital OQR Program 
requirements, multiply the copayment 
calculated in Step 3 by the reporting 
ratio of 0.980. 

The unadjusted copayments for 
services payable under the OPPS that 
will be effective January 1, 2015, are 
shown in Addenda A and B to this final 
rule with comment period (which are 
available via the Internet on the CMS 
Web site). We note that the national 
unadjusted payment rates and 
copayment rates shown in Addenda A 
and B to this final rule with comment 
period reflect the full CY 2015 OPD fee 
schedule increase factor discussed in 
section II.B. of this final rule with 
comment period. 

In addition, as noted above, section 
1833(t)(8)(C)(i) of the Act limits the 
amount of beneficiary copayment that 
may be collected for a procedure 
performed in a year to the amount of the 
inpatient hospital deductible for that 
year. 
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III. OPPS Ambulatory Payment 
Classification (APC) Group Policies 


A. OPPS Treatment of New CPT and 
Level II HCPCS Codes 


CPT and Level II HCPCS codes are 
used to report procedures, services, 
items, and supplies under the hospital 
OPPS. Specifically, CMS recognizes the 
following codes on OPPS claims: 

e Category I CPT codes, which 
describe surgical procedures and 
medical services; 

e Category III] CPT codes, which 
describe new and emerging 
technologies, services, and procedures; 
and 

e Level II HCPCS codes, which are 
used primarily to identify products, 
supplies, temporary procedures, and 
services not described by CPT codes. 

CPT codes are established by the 
American Medical Association (AMA) 
and the Level II HCPCS codes are 
established by the CMS HCPCS 
Workgroup. These codes are updated 
and changed throughout the year. CPT 
and HCPCS code changes that affect the 
OPPS are published both through the 
annual rulemaking cycle and through 
the OPPS quarterly update Change 
Requests (CRs). CMS releases new Level 
Il HCPCS codes to the public or 


recognizes the release of new CPT codes 
by the AMA and makes these codes 
effective (that is, the codes can be 
reported on Medicare claims) outside of 
the formal rulemaking process via OPPS 
quarterly update CRs. Based on our 
review, we assign the new CPT and 
Level II HCPCS codes to interim status 
indicator (SI) and APC assignments. 
These interim assignments are finalized 
in the OPPS/ASC final rules. This 
quarterly process offers hospitals access 
to codes that may more accurately 
describe items or services furnished 
and/or provides payment or more 
accurate payment for these items or 
services in a timelier manner than if 
CMS waited for the annual rulemaking 
process. We solicit public comments on 
these new codes and finalize our 
proposals related to these codes through 
our annual rulemaking process. 


We note that, under the OPPS, the 
APC assignment determines the 
payment rate for an item, procedure, or 
service. Items, procedures, or services 
not paid separately under the hospital 
OPPS are assigned to the appropriate 
status indicators. Section XI. of the CY 
2015 OPPS/ASC proposed rule provided 
a discussion of the various status 
indicators used under the OPPS. 


Assigning procedures to certain status 
indicators would generate separate 
payment for the service furnished, while 
assignment to other status indicators 
would not. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40974), in Table 14 (Table 
15 of this final rule with comment 
period), we summarized our process for 
updating codes through our OPPS 
quarterly update CRs, seeking public 
comments, and finalizing their 
treatment under the OPPS. We noted 
that because the payment rates 
associated with codes effective July 1 
were not available to us in time for 
incorporation into the Addenda to the 
proposed rule, the Level II HCPCS codes 
and the Category III] CPT codes 
implemented through the July 2014 
OPPS quarterly update CR were not 
included in Addendum B of the 
proposed rule (which is available via 
the Internet on the CMS Web site), 
while those codes based upon the April 
2014 OPPS quarterly update were 
included in Addendum B. Nevertheless, 
we requested public comments on the 
codes included in the July 2014 OPPS 
quarterly update and included these 
codes in the preamble of the proposed 
rule. 


TABLE 15—COMMENT TIMEFRAME FOR NEW OR REVISED HCPCS CODES 


OPPS quarterly update CR Type of code 


Level Il HCPCS Codes ...... 


April |, 2014 


DN AONE os sicccissencvcdootens 


Category | (certain vaccine | July 1, 2014 
codes) and Ill CPT 


codes. 
October 1, 2014 


January 1, 2015 


Category | and Ill CPT 


Codes. 


This process is discussed in detail 
below. We have separated our 
discussion into two sections based on 
whether we solicited public comments 
in the CY 2015 OPPS/ASC proposed 
rule or whether we will be soliciting 
public comments in this CY 2015 OPPS/ 
ASC final rule with comment period. 
We note that we will be seeking public 
comments in this CY 2015 OPPS/ASC 
final rule with comment period on the 
interim APC and status indicator 


Level Il HCPCS Codes ...... 


Effective date 


POTN OME oo cisas cadseaswesy 


OCIOBET 4 2OFEF ei sscicsccceesses 


riod. 
danuaty 1; 2015 -......00.6085. 


riod. 
GARMAN 1; LOND: c-cscvessssys0e 


riod. 








assignments for new CPT and Level II 
HCPCS codes that will be effective 
January 1, 2015. In the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40977), we 
also noted that we sought public 
comments in the CY 2014 OPPS/ASC 
final rule with comment period on the 
interim APC and status assignments for 
new Level II HCPCS codes that became 
effective October 1, 2013, or January 1, 
2014. These new and revised codes, 
with an effective date of October 1, 


Comments sought 


CY 2015 OPPS/ASC pro- 
posed rule. 


CY 2015 OPPS/ASC pro- 
posed rule. 


CY 2015 OPPS/ASC pro- 
posed rule. 


CY 2015 OPPS/ASC final 
rule with comment pe- 


CY 2015 OPPS/ASC final 
rule with comment pe- 


CY 2015 OPPS/ASC final 
rule with comment pe- 


When finalized 


CY 2015 OPPS/ASC final 
rule with comment pe- 
riod. 

CY 2015 OPPS/ASC final 
rule with comment pe- 
riod. 

CY 2015 OPPS/ASC final 
rule with comment pe- 
riod. 

CY 2016 OPPS/ASC final 
rule with comment pe- 
riod. 

CY 2016 OPPS/ASC final 
rule with comment pe- 
riod. 

CY 2016 OPPS/ASC final 
rule with comment pe- 
riod. 





2013, or January 1, 2014, were flagged 
with comment indicator “NI” (New 
code, interim APC assignment; 
comments will be accepted on the 
interim APC assignment for the new 
code) in Addendum B to the CY 2014 
OPPS/ASC final rule with comment 
period to indicate that we were 
assigning them an interim payment 
status and an APC and payment rate, if 
applicable, and were subject to public 
comment following publication of the 


66838 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 








CY 2014 OPPS/ASC final rule with 
comment period. We are responding to 
public comments and finalizing our 
interim OPPS treatment of these codes 
in this CY 2015 OPPS/ASC final rule 
with comment period. 

We received public comments on 
some new codes that were assigned to 
comment indicator “NI”? in Addendum 
B of the CY 2014 OPPS/ASC final rule 
with comment period. We respond to 
those comments in sections III.C. of this 
CY 2015 OPPS/ASC final rule with 
comment period. 


1. Treatment of New CY 2014 Level II 
HCPCS and CPT Codes Effective April 
1, 2014 and July 1, 2014 for Which We 
Solicited Public Comments in the CY 
2015 OPPS/ASC Proposed Rule 


Through the April 2014 OPPS 
quarterly update CR (Transmittal 2903, 
Change Request 8653, dated March 11, 
2014) and the July 2014 OPPS quarterly 
update CR (Transmittal 2971, Change 
Request 8776, dated May 23, 2014), we 
recognized several new HCPCS codes 
for separate payment under the OPPS. 

Effective April 1, 2014, we made 
effective four new Level Il HCPCS codes 
and also assigned them to appropriate 
interim OPPS status indicators and 


APCs. Through the April 2014 OPPS 
quarterly update CR, we allowed 
separate payment for three of the four 
new Level II HCPCS codes. Specifically, 
as displayed in Table 15 in the proposed 
rule (79 FR 40975), we provided 
separate payment for HCPCS codes 
C9021, C9739, and C9740. HCPCS code 
Q2052 was assigned to status indicator 
““N” to indicate the service described by 
this code is packaged under the OPPS. 
In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40974), we solicited public 
comments on the proposed APC and 
status indicator assignments, where 
applicable, for the Level II HCPCS codes 
listed in Table 15 of that proposed rule 
(HCPCS codes C9021, C9739, C9740, 
and Q2052). We did not receive any 
public comments on the proposed APC 
and status indicator assignments for 
HCPCS codes C9021 and Q2052. 
Because HCPCS code Q2052 will only 
be billed by pharmacy suppliers, we are 
modifying our CY 2015 proposal to 
continue to assign HCPCS code Q2052 
to status indicator ‘‘N.” Instead, for CY 
2015, we are reassigning HCPCS code 
Q2052 from OPPS status indicator ‘‘N”’ 
to “E’’ (Not paid by Medicare when 
submitted on outpatient claims (any 
outpatient bill type)). We are adopting 


as final, without modification, the 
proposed APC and status indicator 
assignments for HCPCS code C9021 for 
CY 2015. We note that we received 
some public comments on HCPCS codes 
C9739 and C9740, which we address in 
section III.C.3.e. of this final rule with 
comment period. 

Effective for CY 2015, the HCPCS 
Workgroup replaced HCPCS code C9021 
with HCPCS code J9301. Table 16 below 
shows the complete long descriptor for 
HCPCS code J9301. Consistent with our 
general policy of using permanent 
HCPCS codes (that is, ‘‘J’’ codes) rather 
than using temporary HCPCS codes 
(that is, “C’’ codes and “Q” codes) for 
the reporting of drugs under the OPPS 
in order to streamline coding, we are 
showing the replacement HCPCS code 
for C9021, which is effective January 1, 
2015, in Table 16. 

In this final rule with comment 
period, we are assigning the Level II 
HCPCS codes listed in Table 16 below 
to the specified APCs and status 
indicators for CY 2015. The final 
payment rates for these codes, where 
applicable, can be found in Addendum 
B to this final rule with comment period 
(which is available via the Internet on 
the CMS Web site). 


TABLE 16—FINAL CY 2015 STATUS INDICATORS AND APC ASSIGNMENTS FOR THE LEVEL Il HCPCS CODES THAT WERE 
NEWLY IMPLEMENTED IN APRIL 2014 










CY 2015 
HCPCS 
Code 


CY 2014 
HCPCS 
Code 














Effective July 1, 2014, we made 
effective several new CPT and Level Il 
HCPCS codes and also assigned them to 
appropriate interim OPPS status 
indicators and APCs. Through the July 
2014 OPPS quarterly update CR, we 
allowed separate payment under the 
OPPS for four new Level I] HCPCS 
codes and 17 new Category II] CPT 
codes effective July 1, 2014. 
Specifically, as displayed in Table 16 in 
the proposed rule, we allowed separate 
payment for HCPCS codes C2644, 
C9022, C9134, and Q9970. We note that 
HCPCS code Q9970 replaced HCPCS 
code C9441 (Injection, ferric 
carboxymaltose, 1 mg), beginning July 1, 
2014. HCPCS code C9441 was made 
effective January 1, 2014, but the code 
was deleted June 30, 2014, because it 
was replaced with HCPCS code Q9970. 
HCPCS code C9441 was granted pass- 


Injection, obinutuzumab, 10mg 
Cystourethroscopy, with insertion of transprostatic implant; 1 to 3 implants ......... 
Cystourethroscopy, with insertion of transprostatic implant; 4 or more implants .. 
Services, supplies and accessories used in the home under the Medicare intra- 
venous immune globulin (IVIG) demonstration. 


CY 2015 long descriptor 


through payment status when the code 
was implemented on January 1, 2014. 
Because HCPCS code Q9970 describes 
the same drug as HCPCS code C9441, in 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40975), we proposed to continue 
the pass-through payment status for 
HCPCS code Q9970, and assign the 
HCPCS Q-code to the same APC and 
status indicator as its predecessor 
HCPCS C-code, as shown in Table 16 of 
the proposed rule. Specifically, we 
proposed to assign HCPCS code Q9970 
to APC 9441 (Inj, Ferric 
Carboxymaltose) and status indicator 
“C” 

In addition, the HCPCS Workgroup 
established HCPCS code Q9974, 
effective July 1, 2014, to replace HCPCS 
codes J2271 (Injection, morphine 
sulfate, 100mg) and J2275 (Injection, 
morphine sulfate (preservative-free 










Final CY 
2015 status 
indicator 


Final CY 2015 
APC 


0162 
1564 








sterile solution), per 10 mg). Both of 
these HCPCS J-codes were assigned to 
status indicator ‘‘N’”’ (Packaged 
Services). As a result of the 
establishment of new HCPCS code 
Q9974 as a replacement for HCPCS 
codes J2271 and J2275, the payment 
indicator for HCPCS codes J2271 and 
J2275 was changed to ‘“‘E” (Not Payable 
by Medicare), effective July 1, 2014. 
Also, because HCPCS code Q9974 
describes the same services that were 
described by HCPCS codes J2271 and 
]2275, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40975), we 
proposed to continue to assign HCPCS 
code Q9974 to the same status indicator 
as its predecessor HCPCS J-codes. 
Specifically, we proposed to assign 
HCPCS code Q9974 to status indicator 
“N,” effective July 1, 2014. 
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In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40975), we also proposed to 
assign the Level II HCPCS codes listed 
in Table 16 to the specified proposed 
APCs and status indicators set forth in 
Table 16 of the proposed rule. This table 
included a complete list of the Level II 
HCPCS codes that were made effective 
July 1, 2014. The codes that were made 
effective July 1, 2014, did not appear in 
Addendum B to the proposed rule, and 
as a result, the proposed payment rates 
along with the proposed status 
indicators and proposed APC 
assignments, where applicable, for CY 
2015 were provided in Table 16 of the 
proposed rule. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40975), we solicited public 
comments on the proposed status 
indicators and APC assignments for the 
HCPCS codes that were listed in Table 
16 of the proposed rule. We did not 
receive any public comments on the 
proposed APC and status indicator 
assignments for HCPCS codes C9022, 
C9134, Q9970, and Q9974 for CY 2015. 
Therefore, we are adopting as final, 
without modification, the proposed APC 
and status indicator assignments for 
these four Level I] HCPCS codes for CY 
2015. We note that we received a public 
comment on HCPCS code C2644, which 
is addressed in section I].A.2.d.3. of this 
final rule with comment period. 


The HCPCS Workgroup replaced 
HCPCS code C9022 with HCPCS code 
J1322, effective January 1, 2015. Because 
HCPCS code J1322 describes the same 
drug with the same dosage descriptor as 
its predecessor code, HCPCS code 
C9022, this drug will continue to 
receive pass-through payment status in 
CY 2015. Therefore, we are assigning 
HCPCS code J1322 to the same APC and 
status indicator as its predecessor code, 
HCPCS code C9022, as shown in Table 
17 below. 

In addition, the HCPCS Workgroup 
replaced HCPCS code C9134 with 
HCPCS code J7181, effective January 1, 
2015. Because HCPCS code J7181 does 
not describe the same dosage descriptor 
as its predecessor code, HCPCS code 
J7181 has been assigned to a new APC. 
Specifically, HCPCS code C9134 had a 
dosage descriptor of ‘10 i.u.,’’ while 
HCPCS code J7181 has a dosage 
descriptor of “i.u.”’ Therefore, effective 
January 1, 2015, we are assigning 
HCPCS code J7181 to APC 1746, which 
is a different APC assignment than the 
APC assignment for HCPCS code C9134, 
to maintain data consistency for future 
rulemakings. Because the predecessor 
code, HCPCS code C9134, was granted 
pass-through payment status, HCPCS 
code J7181 will continue to be assigned 
to status indicator “‘G’”’ for CY 2015. 

We also note that the HCPCS 
Workgroup replaced HCPCS code 


Q9970 with HCPCS code J1439, 
effective January 1, 2015. Because 
HCPCS code J1439 describes the same 
drug with the same dosage descriptor as 
its predecessor code, HCPCS code 
Q9970, this drug will continue to 
receive pass-through payment status in 
CY 2015. Therefore, we are assigning 
HCPCS code J1439 to the same APC and 
status indicator as its predecessor code, 
HCPCS code Q9970, as shown in Table 
17 below. 


Further, the HCPCS Workgroup 
replaced HCPCS code Q9974 with 
HCPCS code J2274, effective January 1, 
2015. Because HCPCS code J2274 
describes the same drug with the same 
dosage descriptor as its predecessor 
code, HCPCS code Q9974, this drug will 
continue its packaged status indicator. 
Therefore, we are assigning HCPCS code 
]2274 to the same status indicator as its 
predecessor code, HCPCS code Q9974, 
as also shown in Table 17 below. 


Table 17 below includes a complete 
list of the Level II HCPCS codes that 
were made effective July 1, 2014, with 
their final status indicators and APC 
assignments for CY 2015. The final 
payment rates for these codes, where 
applicable, can be found in Addendum 
B to this final rule with comment period 
(which is available via the Internet on 
the CMS Web site). 


TABLE 17—FINAL CY 2015 STATUS INDICATORS AND APC ASSIGNMENTS FOR THE LEVEL Il HCPCS CODES THAT WERE 








CY 2014 CY 2015 
HCPCS HCPCS 
Code Code 












mg. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40975), for CY 2015, we 
proposed to continue our established 
policy of recognizing Category 1 CPT 
vaccine codes for which FDA approval 
is imminent and Category III CPT codes 
that the AMA releases in January of 
each year for implementation in July 
through the OPPS quarterly update 
process. Under the OPPS, Category I 
CPT vaccine codes and Category III CPT 
codes that are released on the AMA Web 
site in January are made effective in July 
of the same year through the July 
quarterly update CR, consistent with the 
AMA’s implementation date for the 
codes. For the July 2014 update, there 


NEWLY IMPLEMENTED IN JULY 2014 


CY 2015 long descriptor 


Brachytherapy source, cesium-131 chloride solution, per millicurie 
Injection, elosulfase alfa, 1mg 
Factor XIII A-Subunit (Recombinant), Per IU 
Injection, ferric carboxymaltose, 1mg 


were no new Category I CPT vaccine 
codes, 


Through the July 2014 OPPS quarterly 
update CR (Transmittal 2971, Change 
Request 8776, dated May 23, 2014), we 
assigned interim OPPS status indicators 
and APCs for 17 of the 27 new Category 
Ill CPT codes that were made effective 
July 1, 2014. Specifically, as displayed 
in Table 17 in the proposed rule, we 
made interim OPPS status indicators 
and APC assignments for Category III 
CPT codes 0347T, 0348T, 0349T, 0350T, 
0355T, 0356T, 0358T, 0359T, 0360T, 
0362T, 0364T, 0366T, 0368T, 0370T, 
0371T, 0372T, and 0373T. Table 17 of 
the proposed rule listed the Category III 


























Final CY : 
staan | TORRE 
indicator 


1480 
1746 
9441 

N/A 












CPT codes that were implemented on 
July 1, 2014, along with the proposed 
status indicators, proposed APC 
assignments, and proposed payment 
rates, where applicable, for CY 2015. We 
did not receive any public comments on 
the proposed APC and status indicator 
assignments for Category III CPT codes 
0347T, 0348T, 0349T, 0350T, O0356T, 
0358T, 0359T, O360T, 0362T, 0364T, 
0366T, 0368T, 0370T, 0371T, 0372T, 
and 0373T. Therefore, we are adopting 
as final, without modification, the 
proposed APC and status indicator 
assignments for these 16 CPT codes for 
CY 2015. We received a public comment 
on CPT codes 0335T, which we address 
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in section III.C.2.6. of this final rule 
with comment period. We also received 
specific public comments on CPT codes 
0351T, 0352T, 0353T, and 0354T, which 
are addressed in section II.C.6.b. of this 


CY 2014 
CPT code 








final rule with comment period. Table 
18 below lists the Category II] CPT 
codes that were implemented in July 
2014, along with their final status 
indicators and APC assignments for CY 


TABLE 18—NEW CATEGORY IIl CPT CODES IMPLEMENTED IN JULY 2014 


CY 2015 
CPT code 





CY 2015 long descriptor 


Placement of interstitial device(s) in bone for radiostereometric analysis (RSA) .. 

Radiologic examination, radiostereometric analysis (RSA); spine, (includes, cer- 
vical, thoracic and lumbosacral, when performed). 

Radiologic examination, radiostereometric analysis (RSA); upper extremity(ies), 
(includes shoulder, elbow and wrist, when performed). 

Radiologic examination, radiostereometric analysis (RSA); lower extremity(ies), 
(includes hip, proximal femur, knee and ankle, when performed). 

Optical coherence tomography of breast or axillary lymph node, excised tissue, 
each specimen; real time intraoperative. 

Optical coherence tomography of breast or axillary lymph node, excised tissue, 
each specimen; interpretation and report, real time or referred. 

Optical coherence tomography of breast, surgical cavity; real time intraoperative 

Optical coherence tomography of breast, surgical cavity; interpretation and re- 
port, real time or referred. 

Gastrointestinal tract imaging, intraluminal (eg, capsule endoscopy), colon, with 
interpretation and report. 

Insertion of drug-eluting implant (including punctal dilation and implant removal 
when performed) into lacrimal canaliculus, each. 

Bioelectrical impedance analysis whole body composition assessment, supine 
position, with interpretation and report. 

Behavior identification assessment, by the physician or other qualified health 
care professional, face-to-face with patient and caregiver(s), includes adminis- 
tration of standardized and non-standardized tests, detailed behavioral his- 
tory, patient observation and caregiver interview, interpretation of test results, 
discussion of findings and recommendations with the primary guardian(s)/ 
caregiver(s), and preparation of report. 

Observational behavioral follow-up assessment, includes physician or other 
qualified health care professional direction with interpretation and report, ad- 
ministered by one technician; first 30 minutes of technician time, face-to-face 
with the patient. 

Observational behavioral follow-up assessment, includes physician or other 
qualified health care professional direction with interpretation and report, ad- 
ministered by one technician; each additional 30 minutes of technician time, 
face-to-face with the patient (List separately in addition to code for primary 
service). 

Exposure behavioral follow-up assessment, includes physician or other qualified 
health care professional direction with interpretation and report, administered 
by physician or other qualified health care professional with the assistance of 
one or more technicians; first 30 minutes of technician(s) time, face-to-face 
with the patient. 

Exposure behavioral follow-up assessment, includes physician or other qualified 
health care professional direction with interpretation and report, administered 
by physician or other qualified health care professional with the assistance of 
one or more technicians; each additional 30 minutes of technician(s) time, 
face-to-face with the patient (List separately in addition to code for primary 
procedure). 

Adaptive behavior treatment by protocol, administered by technician, face-to- 
face with one patient; first 30 minutes of technician time. 

Adaptive behavior treatment by protocol, administered by technician, face-to- 
face with one patient; each additional 30 minutes of technician time (List sep- 
arately in addition to code for primary procedure). 

Group adaptive behavior treatment by protocol, administered by technician, 
face-to-face with two or more patients; first 30 minutes of technician time. 

Group adaptive behavior treatment by protocol, administered by technician, 
face-to-face with two or more patients; each additional 30 minutes of techni- 
cian time (List separately in addition to code for primary procedure). 

Adaptive behavior treatment with protocol modification administered by physi- 
cian or other qualified health care professional with one patient; first 30 min- 
utes of patient face-to-face time. 

Adaptive behavior treatment with protocol modification administered by physi- 
cian or other qualified health care professional with one patient; each addi- 
tional 30 minutes of patient face-to-face time (List separately in addition to 
code for primary procedure). 





Final CY 
2015 status 
indicator 


Q1 
Q1 





2015. The final payment rates for these 
codes, where applicable, can be found 
in Addendum B to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site). 


Final CY 2015 
APC 


0420 
0261 


0261 
0261 
N/A 
N/A 


N/A 
N/A 


0142 
0698 
0340 


0632 


0632 


N/A 


0632 


N/A 


0322 


N/A 


0325 


N/A 


0322 


N/A 
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TABLE 18—NEW CATEGORY III CPT CODES IMPLEMENTED IN JULY 2014—Continued 





: 
Final CY 
CPT code CPT code CY 2015 long descriptor 201 5 status Final pas 

OBTGT .666505-% BSVOT 665242 Family adaptive behavior treatment guidance, administered by physician or S 0324 
other qualified health care professional (without the patient present). 

SVG: ssescscnss STAG oo.cs2.30 Multiple-family group adaptive behavior treatment guidance, administered by Ss 0324 
physician or other qualified health care professional (without the patient 
present). 

OS720: 2: .0500 OBV2U cccscse0s Adaptive behavior treatment social skills group, administered by physician or Ss 0325 
other qualified health care professional face-to-face with multiple patients. 

WISE scscis SVS0 scscs.035: Exposure adaptive behavior treatment with protocol modification requiring two or S 0323 
more technicians for severe maladaptive behavior(s); first 60 minutes of tech- 
nicians’ time, face-to-face with patient. 

OBT4T si.cccsuse OS7AT ......03.3 Exposure adaptive behavior treatment with protocol modification requiring two or N N/A 
more technicians for severe maladaptive behavior(s); each additional 30 min- 
utes of technicians’ time face-to-face with patient (List separately in addition 
to code for primary procedure). 





Further, in the CY 2015 OPPS/ASC 
proposed rule, we solicited public 
comments on the proposed CY 2015 
status indicators, APC assignments, and 
payment rates for the Level II HCPCS 
codes and the Category II] CPT codes 
that were made effective April 1, 2014, 
and July 1, 2014. These codes were 
listed in Tables 15, 16, and 17 of the 
proposed rule. We also proposed to 
finalize the status indicator and APC 
assignments and payment rates for these 
codes, if applicable, in this CY 2015 
OPPS/ASC final rule with comment 
period. Because the new Category III 
CPT and Level II HCPCS codes that 
became effective for July were not 
available to us in time for incorporation 
into the Addenda to the proposed rule, 
our policy is to include the codes, the 
proposed status indicators, proposed 
APCs (where applicable), and proposed 
payment rates (where applicable) in the 
preamble of the proposed rule, but not 
in the Addenda to the proposed rule. 
These codes were listed in Tables 16 
and 17, respectively, of the proposed 
rule. We also proposed to incorporate 
these codes into Addendum B to this CY 
2015 OPPS/ASC final rule with 
comment period, which is consistent 
with our annual OPPS update policy. 
The Level II HCPCS codes implemented 
or modified through the April 2014 
OPPS update CR and displayed in Table 
15 were included in Addendum B to the 
proposed rule (which is available via 
the Internet on the CMS Web site), 
where the proposed CY 2015 payment 
rates for these codes were also shown. 

We did not receive any additional 
public comments on this process. The 
final APC and status indicator 
assignments and payment rates, if 
applicable, for the Level II HCPCS codes 
and the Category III] CPT codes that were 
implemented or modified through the 
April 2014 or July 2014 OPPS update 


CR can be found in Tables 16, 17, and 
18, or in Addendum B to this final rule 
with comment period (which is 
available via the Internet on the CMS 
Web site). 


2. Process for New Level II HCPCS 
Codes That Became Effective October 1, 
2014 and New CPT and Level II HCPCS 
Codes That Will Become Effective 
January 1, 2015 for Which We Are 
Soliciting Public Comments in This CY 
2015 OPPS/ASC Final Rule with 
Comment Period 


As has been our practice in the past, 
we incorporate those new Category | 
and III CPT codes and new Level II 
HCPCS codes that are effective January 
1 in the final rule with comment period 
updating the OPPS for the following 
calendar year. These codes are released 
to the public via the CMS HCPCS (for 
Level II HCPCS codes) and AMA Web 
sites (for CPT codes), and also through 
the January OPPS quarterly update CRs. 
In the past, we also have released new 
Level II HCPCS codes that are effective 
October 1 through the October OPPS 
quarterly update CRs and incorporated 
these new codes in the final rule with 
comment period updating the OPPS for 
the following calendar year. For CY 
2015, these codes are flagged with 
comment indicator “‘NI” in Addendum 
B to this OPPS/ASC final rule with 
comment period to indicate that we are 
assigning them an interim payment 
status which is subject to public 
comment. In addition, the CPT and 
Level II HCPCS codes that will become 
effective January 1, 2015, are flagged 
with comment indicator “NI” in 
Addendum B to this CY 2015 OPPS/ 
ASC final rule with comment period. 
Specifically, the status indicator and the 
APC assignment and payment rate, if 
applicable, for all such codes flagged 
with comment indicator “NI” are open 








to public comment in this final rule 
with comment period, and we will 
respond to these public comments in 
the OPPS/ASC final rule with comment 
period for the next year’s OPPS/ASC 
update. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 40977), we 
proposed to continue this process for 
CY 2015. Specifically, for CY 2015, we 
proposed to include in Addendum B to 
the CY 2015 OPPS/ASC final rule with 
comment period the following new 
HCPCS codes: 

e New Level II HCPCS codes effective 
October 1, 2014, that would be 
incorporated in the October 2014 OPPS 
quarterly update CR; 

e New Category I and III CPT codes 
effective January 1, 2015, that would be 
incorporated in the January 2015 OPPS 
quarterly update CR; and 

e New Level II HCPCS codes effective 
January 1, 2015, that would be 
incorporated in the January 2015 OPPS 
quarterly update CR. 

As stated above, the October 1, 2014 
and January 1, 2015 codes are flagged 
with comment indicator “NI” in 
Addendum B to this CY 2015 OPPS/ 
ASC final rule with comment period to 
indicate that we have assigned the codes 
an interim OPPS payment status for CY 
2015. We are inviting public comments 
on the interim status indicator and APC 
assignments and payment rates for these 
codes, if applicable, that will be 
finalized in the CY 2016 OPPS/ASC 
final rule with comment period. 


3. Process for Soliciting Public 
Comments for New and Revised CPT 
Codes Released by the AMA 


We generally incorporate the new 
CPT codes that are effective January 1 in 
the OPPS/ASC final rule with comment 
period. We establish interim APC and 
status indicator assignments for these 
new codes for the coming year, and 
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request comments on the interim 
assignments in the OPPS/ASC final rule 
with comment period. Similarly, we 
establish interim APC and status 
indicator assignments for existing CPT 
codes that have substantial revision to 
their code descriptors that necessitate a 
change in the current APC assignments, 
and request comments on the interim 
assignments in the OPPS/ASC final rule 
with comment period. In both cases, we 
assign these new and revised codes to 
OPPS comment indicator “‘NI’’ (New 
code for the next calendar year or 
existing code with substantial revision 
to its code descriptor in the next 
calendar year as compared to current 
calendar year, interim APC assignment; 
comments will be accepted on the 
interim APC assignment for the new 
code.) in the OPPS/ASC final rule with 
comment period. We respond to 
comments and finalize the APC and 
status indicator assignments for these 
CPT codes in the following year’s OPPS/ 
ASC final rule with comment period. 


a. Current Process for Accepting 
Comments on New and Revised CPT 
Codes for a Year 


As described above, under the 
hospital OPPS, our current process for 
both new CPT codes and existing CPT 
codes with substantial revisions to the 
code descriptors that are released by the 
AMA for use beginning January 1 is to 
flag these codes with comment indicator 
“NI” in Addendum B to the OPPS/ASC 
final rule with comment period to 
indicate that the codes are new for the 
calendar year and have been assigned 
interim APCs and status indicators, and 
that we are accepting public comments 
on the interim APC and status indicator 
assignments. We address public 
comments received and finalize the APC 
and status indicator assignments for the 
codes in the next year’s OPPS/ASC final 
rule with comment period. For example, 
the new CPT codes that were effective 
January 1, 2014, were assigned to 
comment indicator “NI” in Addendum 
B to the CY 2014 OPPS/ASC final rule 
with comment period. We respond to 
public comments received on the CY 
2014 OPPS/ASC final rule with 
comment period and finalize the APC 
and status indicator assignments for 
these codes in this CY 2015 OPPS/ASC 
final rule with comment period. We 
include the final APC and status 
indicator assignments for these codes in 
Addendum B to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site). 

Many stakeholders have expressed 
concern with the process we use to 
recognize new and revised CPT codes. 
They believe that CMS should publish 


proposed APC and status indicator 
assignments for the new and revised 
CPT codes that will be effective January 
1 in the OPPS/ASC proposed rule for 
that calendar year, and request public 
comments prior to finalizing the 
assignments. Further, the stakeholders 
believe that seeking public input on the 
APC and status indicator assignments 
for these new and revised codes would 
assist CMS in assigning the CPT codes 
to appropriate APCs. Similar concerns 
have been expressed regarding our 
process for assigning interim payment 
values for revalued, and new and 
revised codes, under the Medicare 
Physician Fee Schedule (MPFS). We 
refer readers to the CY 2015 MPFS 
proposed rule for a detailed discussion 
of this issue as it relates to the MPFS (79 
FR 40359 through 40364). 

Like the MPFS, the OPPS and the 
ASC payment system rely principally 
upon the Current Procedural 
Terminology (CPT®) coding system 
maintained by the AMA to identify 
specific services for billing and payment 
purposes. CPT is the standard code set 
adopted under the Health Insurance 
Portability and Accountability Act of 
1996 (HIPAA) for outpatient services. 
The AMA CPT Editorial Panel’s coding 
cycle occurs concurrently with our 
calendar year rulemaking cycle for the 
OPPS and the ASC payment system. 
However, the OPPS/ASC proposed rules 
are published prior to the publication of 
the CPT codes that are made public in 
the Fall with a January 1 effective date, 
and we are currently unable to include 
these codes in the OPPS/ASC proposed 
rules. Consequently, we establish in the 
final rule with comment period interim 
APC and status indicator assignments 
for new and revised CPT codes that 
have an effective date of January 1, and 
we make payment based on those 
interim designations for one year, while 
accepting public comments on the final 
rule with comment period. We then 
respond to those public comments 
received and make final APC and status 
indicator assignments in the next year’s 
final rule with comment period. 


b. Modification of Process for New and 
Revised CPT Codes That Are Effective 
January 1 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40977 through 40979), we 
proposed to make changes in the 
process we use to establish APC 
assignments and status indicators for 
new and revised codes. We proposed 
that, for new and revised CPT codes that 
we receive from the AMA’s CPT 
Editorial Panel too late for inclusion in 
the proposed rule for a year, we would 
delay adoption of the new and revised 


codes for that year, and instead, adopt 
coding policies and payment rates that 
conform, to the extent possible, to the 
policies and payment rates in place for 
the previous year. We proposed to adopt 
these conforming coding and payment 
policies on an interim basis pending the 
result of our specific proposals for status 
indicator and APC assignments for these 
new and revised codes through notice 
and comment rulemaking in the OPPS/ 
ASC proposed rule for the following 
year. Because the changes in CPT codes 
are effective on January 1 of each year, 
and CMS would not have established 
status indicator or APC assignments for 
these new or revised codes, it would not 
be practicable for Medicare to use those 
CPT codes. In this circumstance, we 
proposed to create HCPCS G-codes to 
describe the predecessor codes for any 
codes that were revised or deleted as 
part of the annual CPT coding changes, 
but that we did not receive in time to 
include proposed APC and status 
indicator assignments in the proposed 
rule. However, if certain CPT codes are 
revised in a manner that would not 
affect the cost of inputs (for example, a 
minor change to CPT code descriptors), 
we would use these revised codes and 
continue to assign those codes to their 
current APC. For example, under this 
proposed process, if a single CPT code 
was separated into two codes and we 
did not receive those codes until May 
2015, we would assign each of those 
CPT codes to status indicator “‘B”’ in the 
final rule with comment period, to 
indicate that an alternate code is 
recognized under the OPPS. Hospitals 
could not use those two new CPT codes 
to bill Medicare for outpatient services 
the first year after the CPT effective date 
of the codes. Instead, we would create 
a HCPCS G-code with the same 
description as the single predecessor 
CPT code, and continue to use the same 
APC and status indicator assignment for 
the new G-code during the year. We 
would propose APC and status indicator 
assignments for the two new CPT codes 
during rulemaking in CY 2016, accept 
and respond to public comments on the 
proposed assignments, and establish 
final APC and status indicator 
assignments for the codes in the final 
rule for payment beginning in CY 2017. 
For new codes that describe wholly 
new services, as opposed to new or 
revised codes that describe services for 
which APC and status indicator 
assignments are already established, we 
would make every effort to work with 
the AMA’s CPT Editorial Panel to 
ensure that we received the codes in 
time to propose payment rates in the 
proposed rule. However, if we do not 
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receive the code for a wholly new 
service in time to include proposed APC 
and status indicator assignments in the 
proposed rule for a year, we would need 
to establish interim APC and status 
indicator assignments for the initial year 
because there would be no predecessor 
code we could use as a reference to 
establish a G-code in order to continue 
current payment policies for such a 
service. We proposed to continue to 
establish the initial APC and status 
indicator assignments for these wholly 
new services as interim final 
assignments, and to follow our current 
process to solicit and respond to public 
comments and finalize the APC and 
status indicator assignments in the 
subsequent year. 

We recognize that the use of HCPCS 
G-codes may place an administrative 
burden on those providers that bill for 
services under the OPPS and the ASC 
payment system. However, the proposed 
use of G-codes would permit us to 
propose and accept public comment on 
the APC and status indicator 
assignments for the vast majority of new 
and revised codes before they take 
effect. We are hopeful that the AMA’s 
CPT Editorial Panel ultimately will be 
able to adjust its timelines and 
processes so that most, if not all, of the 
annual coding changes can be addressed 
in the proposed rule before the new and 
revised CPT codes take effect on January 
1. If the AMA’s CPT Editorial 
Committee can make adjustments to its 
schedule, we would not need to use G- 
codes as described above for the 
purpose of maintaining outdated coding 
and APC and status indicator 
assignments for a year until we can 
include proposed APC and status 
indicator assignments for the new and 
revised codes in a proposed rule. We 
proposed to implement the revised CMS 
process for establishing APC and status 
indicator assignments for new and 
revised codes for CY 2016. However, we 
indicated in the proposed rule that we 
would consider alternative 
implementation dates if that would 
allow time for the AMA’s CPT Editorial 
Panel to adjust its schedule in order to 
avoid the necessity to use numerous 
HCPCS G-codes. 

In summary, in conjunction with the 
proposals presented in the CY 2015 
MPFS proposed rule to revise the 
process used to address new, revised, 
and potentially misvalued codes under 
the MPFS, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40977 through 
40979), we proposed to include in the 
OPPS/ASC proposed rule the proposed 
APC and status indicator assignments 
for the vast majority of new and revised 
CPT codes before they are used for 


payment purposes under the OPPS and 
ASC payment system. We would 
address new and revised CPT codes for 
the upcoming year that are available in 
time for the proposed rule by proposing 
APC and status indicator assignments 
for the codes. Otherwise, we will delay 
adoption of the new and revised codes 
for a year while using methods 
(including creating G-codes that 
describe the predecessor codes) to 
maintain the existing APC and status 
indicator assignments until the 
following year when we would include 
proposed assignments for the new and 
revised codes in the proposed rule. We 
proposed to follow this revised process 
except in the case of a new CPT code 
that describes a wholly new service 
(such as a new technology or new 
surgical procedure) that has not 
previously been addressed under the 
OPPS. For codes that describe wholly 
new services for which we do not 
receive timely information from the 
AMA, we proposed to establish interim 
APC and status indicator assignments in 
the OPPS/ASC final rules with comment 
period, as is our current process. The 
proposed revised process would 
eliminate our current practice of 
assigning interim APC and status 
indicators for the vast majority of new 
and revised CPT codes that take effect 
on January 1 each year. We invited 
public comments on this proposal. We 
indicated in the proposed rule that we 
were specifically interested in receiving 
public comments on the following 
topics: 

e Is this proposal preferable to the 
present process? Are there other 
alternatives? 

e If we were to implement this 
proposal, is it better to move forward 
with the changes or is more time needed 
to make the transition and, therefore, 
implementation should be delayed 
beyond CY 2016? 

e Are there alternatives other than the 
use of HCPCS G-codes that would allow 
us to address the annual CPT code 
changes through notice and comment 
rather than interim final rulemaking? 

e Is the process we have proposed for 
wholly new services appropriate? How 
should we define new services? 

e Are there any classes of services, 
other than new services, that should 
remain on an interim final schedule? 

Comment: The majority of the 
commenters supported the proposal to 
modify the current process of 
recognizing new and revised CPT codes 
because it would provide an 
opportunity for the public to comment 
on specific APC and status indicator 
assignments prior to those assignments 
being finalized. However, several 


commenters disagreed with our 
proposed implementation date of CY 
2016 and requested that CMS work with 
the AMA to determine an appropriate 
implementation date. Other commenters 
suggested that CMS finalize the 
proposal but urged CMS to work with 
the AMA on an appropriate timeline 
that considers the AMA’s CPT and RUC 
(Specialty Society Relative Value 
Update Committee) meeting dates as 
well as CMS’ OPPS and MPFS 
regulation schedule. The AMA 
supported the proposal but requested 
that CMS finalize the proposal for CY 
2017 rather than CY 2016 because the 
CPT codes for the CY 2016 update are 
almost complete. 

Response: We appreciate the 
commenters’ support for our proposal. 
We believe that publishing our 
proposed status indicator and APC 
assignments for the new and revised 
CPT codes in the proposed rule would 
alleviate some concerns expressed by 
stakeholders in the past that some of our 
interim APC assignments were not 
appropriate, and that the APC 
assignment process could be improved 
if we had the benefit of public 
comments before adopting final APC 
and status indicator assignments for 
new and revised codes. This new 
process of proposing and requesting 
public comments before finalizing the 
APC and status indicator assignments 
for new and revised codes allows both 
CMS and stakeholders the benefit of 
public notice and comment prior to the 
use of the new and revised codes for 
payment purposes. When we receive 
information on the new and revised 
codes from the AMA in time to include 
proposals for new and revised codes in 
the proposed rule before the codes are 
effective the following January 1, the 
revised process allows public notice and 
comment before finalizing APC and 
status indicator assignments for the 
codes during the calendar year before 
the CPT codes become effective. In 
addition, this new process eliminates 
the need to make interim APC and 
status indicator assignments for new 
and revised CPT codes, which has been 
unpopular among some providers 
because the interim assignments are 
used for payment for a year before we 
address public comments and make any 
appropriate changes to an APC or status 
indicator assignment in the subsequent 
year’s final rule. 

Although the AMA and several 
commenters requested that we modify 
our proposal by finalizing this new 
process for the CY 2017 OPPS update, 
we disagree with this recommendation. 
We believe the new process that permits 
an opportunity for public comment on 
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proposed APC and status indicator 
assignments for the vast majority of new 
and revised codes before they are 
finalized and used for payment 
purposes will be beneficial to CMS and 
to hospitals and other stakeholders, and 
we see no reason to delay 
implementation of this policy change. 
Therefore, beginning with the CY 2016 
OPPS update, we will publish proposed 
APC and status indicator assignments 
for any new and revised CPT codes for 
January 1, 2016 that are publicly 
released by the AMA in time for us to 
consider them for inclusion in the 
OPPS/ASC proposed rule. After review 
of the public comments received on the 
proposed rule, we will finalize the 
status indicator and APC assignments 
for those new and revised CPT codes in 
the CY 2016 OPPS/ASC final rule. 
Because the APC assignments would be 
final, we would no longer request 
comments in the OPPS/ASC final rules 
for these new and revised CPT codes 
that are included in the proposed rule. 
For any new and revised codes released 
too late for us to consider them for 
inclusion in the CY 2016 OPPS/ASC 
proposed rule, we will create HCPCS G- 
codes that reflect the same 
description(s), and APC and status 
indicator assignments, as their 
predecessor codes. These HCPCS G- 
codes will be used during CY 2016, and 
then we will include proposals for the 
corresponding new and revised codes 
and APC and status indicator 
assignments in the CY 2017 OPPS/ASC 
proposed rule. 

Comment: Most commenters opposed 
the use of temporary HCPCS G-codes 
and requested that CMS not implement 
the HCPCS G-code process if it finalizes 
the proposal to change to process for 
new and revised CPT codes. The 
commenters recommended not 
establishing temporary HCPCS G-codes 
because these codes would be extremely 
burdensome for providers to use. The 
commenters stated that establishing 
HCPCS G-codes for services or 
procedures that are already described by 
existing CPT codes would be too 
confusing for hospitals, physicians, and 
other third party insurers to accurately 
claim costs for these procedures, and 
that using two different sets of codes for 
the same procedure or service could 
result in erroneous claims. 

Response: As described above, we 
plan to publish the new and revised 
CPT codes that are publicly available 
and provided to us in time for 
evaluation in the CY 2016 OPPS/ASC 
proposed rule. Specifically, in the CY 
2016 OPPS/ASC proposed rule, we 
expect to publish new and revised CPT 
codes that would be effective January 1, 





2016, with the proposed status indicator 
and APC assignments, and request 
public comments on these proposed 
assignments as long as we receive them 
in time for inclusion in the proposed 
rule. We would finalize the status 
indicator and APC assignments for these 
new and revised CPT codes in the CY 
2016 OPPS/ASC final rule. 

However, for those new and revised 
CPT codes that are not publicly 
available in time for the OPPS/ASC 
proposed rule, we will create HCPCS G- 
codes that mirror the predecessor CPT 
codes and retain the current APC and 
status indicator assignments for a year 
until we can include proposed status 
indicator and APC assignments in the 
following year’s proposed rule. These 
HCPCS G-codes will be assigned to 
comment indicator ‘‘NI” to indicate that 
the codes are new and open for 
comment for 60 days after display of the 
OPPS/ASC final rule with comment 
period. This is consistent with our 
current policy of seeking public 
comments on new CPT and Level II 
HCPCS codes with interim APC and 
status indicator assignments that were 
not previously published in the 
proposed rule. For new and revised 
codes, we recognize that there is a trade- 
off between the benefit of considering 
public comments on the proposed APC 
and status indicator assignments before 
they take effect and the potential 
confusion caused by the use of HCPCS 
G-codes. We anticipate that the use of 
HCPCS G-codes will be largely a 
temporary solution or may not be 
necessary in the OPPS, and we expect 
to work closely with the AMA to 
minimize the need for them. We note 
that, under the MPFS, we generally do 
not develop values for new and revised 
CPT codes until we receive 
recommendations provided by the 
AMA’s RUC. In contrast, under the 
OPPS, we use only the publicly 
available new and revised CPT codes 
and their descriptors to develop APC 
and status indicator assignments. As 
such, we anticipate that the need to use 
HCPCS G-codes under the OPPS will be 
less frequent than under the MPFS. 

After consideration of the public 
comments we received, we are 
finalizing our proposal. For the new and 
revised CPT codes that we receive 
timely from the AMA’s CPT Editorial 
Panel, we are finalizing our proposal to 
include these codes that would be 
effective January 1 in the OPPS/ASC 
proposed rules, along with proposed 
APC and status indicator assignments 
for them, and to finalize the APC and 
status indicator assignments in the 
OPPS/ASC final rules beginning with 
the CY 2016 OPPS update. For those 


new and revised CPT codes that we 
receive too late for inclusion in the 
OPPS/ASC proposed rule, we are 
finalizing our proposal to create and use 
HCPCS G-codes that mirror the 
predecessor CPT codes and retain the 
current APC and status indicator 
assignments for a year until we can 
propose APC and status indicator 
assignments in the following year’s 
rulemaking cycle. We note that even if 
we find that we need to create HCPCS 
G-codes in place of certain CPT codes 
for the MPFS proposed rule, we do not 
anticipate that these HCPCS G-codes 
will always be necessary for OPPS 
purposes. We will make every effort to 
include proposed APC and status 
indicator assignments for all new and 
revised CPT codes that the AMA makes 
publicly available in time for us to 
include them in the proposed rule, and 
to avoid the resort to HCPCS G-codes 
and the resulting delay in utilization of 
the most current CPT codes. We also are 
finalizing our proposal to make interim 
APC and status indicator assignments 
for CPT codes that are not available in 
time for the proposed rule and that 
describe wholly new services (such as 
new technologies or new surgical 
procedures), solicit public comments, 
and finalize the specific APC and status 
indicator assignments for those codes in 
the following year’s final rule. 


B. OPPS Changes—Variations Within 
APCs 


1. Background 


Section 1833(t)(2)(A) of the Act 
requires the Secretary to develop a 
classification system for covered 
hospital outpatient department services. 
Section 1833(t)(2)(B) of the Act provides 
that the Secretary may establish groups 
of covered OPD services within this 
classification system, so that services 
classified within each group are 
comparable clinically and with respect 
to the use of resources. In accordance 
with these provisions, we developed a 
grouping classification system, referred 
to as Ambulatory Payment 
Classifications (APCs), as set forth in 
§ 419.31 of the regulations. We use 
Level I and Level II HCPCS codes to 
identify and group the services within 
each APC. The APCs are organized such 
that each group is homogeneous both 
clinically and in terms of resource use. 
Using this classification system, we 
have established distinct groups of 
similar services. We also have 
developed separate APC groups for 
certain medical devices, drugs, 
biologicals, therapeutic 
radiopharmaceuticals, and 
brachytherapy devices that are not 
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packaged into the payment for the 
procedure. 

We have packaged into the payment 
for each procedure or service within an 
APC group the costs associated with 
those items and services that are 
typically ancillary and supportive to a 
primary diagnostic or therapeutic 
modality and, in those cases, are an 
integral part of the primary service they 
support. Therefore, we do not make 
separate payment for these packaged 
items or services. In general, packaged 
items and services include, but are not 
limited to the items and services listed 
in § 419.2(b) of the regulations. A 
further discussion of packaged services 
is included in section II.A.3. of this final 
rule with comment period. 

In CY 2008, we implemented 
composite APCs to provide a single 
payment for groups of services that are 
typically performed together during a 
single clinical encounter and that result 
in the provision of a complete service 
(72 FR 66650 through 66652). For CY 
2014, we provided composite APC 
payments for nine categories of services: 
e Mental Health Services Composite 

(APC 0034) 

e Cardiac Electrophysiologic Evaluation 

and Ablation Composite (APC 8000) 

e Low Dose Rate (LDR) Prostate 

Brachytherapy Composite (APC 8001) 
e Ultrasound Composite (APC 8004) 

e CT and CTA without Contrast 

Composite (APC 8005) 

e CT and CTA with Contrast Composite 

(APC 8006) 

e MRI and MRA without Contrast 
Composite (APC 8007) 

MRI and MRA with Contrast 
Composite (APC 8008) 

Extended Assessment & Management 
Composite (APC 8009) 


A further discussion of composite 
APCs is included in section ILA.2.f. of 
this final rule with comment period. We 
note that, as a consequence of the new 
comprehensive APC policy, APC 8000 
(Cardiac Electrophysiologic Evaluation 
and Ablation Composite) is being 
deleted. 

Under the OPPS, we generally pay for 
hospital outpatient services on a rate- 
per-service basis, where the service may 
be reported with one or more HCPCS 
codes. Payment varies according to the 
APC group to which the independent 
service or combination of services is 
assigned. Each APC relative payment 
weight represents the hospital cost of 
the services included in that APC, 
relative to the hospital cost of the 
services included in APC 0634 (Hospital 
Clinic Visits). The APC relative payment 
weights are scaled to APC 0634 because 
it is the hospital clinic visit APC and 


clinic visits are among the most 
frequently furnished services in the 
hospital outpatient setting. 

Section 1833(t)(9)(A) of the Act 
requires the Secretary to review, no less 
than annually, and revise the APC 
groups, the relative payment weights, 
and the wage and other adjustments to 
take into account changes in medical 
practice, changes in technology, the 
addition of new services, new cost data, 
and other relevant information and 
factors. Section 1833(t)(9)(A) of the Act 
also requires the Secretary to consult 
with an expert outside advisory panel 
composed of an appropriate selection of 
representatives of providers to review 
(and advise the Secretary concerning) 
the clinical integrity of the APC groups 
and the relative payment weights (the 
Panel recommendations for specific 
services for the CY 2015 OPPS and our 
responses to them are discussed in the 
relevant specific sections throughout 
this final rule with comment period). 

Finally, section 1833(t)(2) of the Act 
provides that, subject to certain 
exceptions, the items and services 
within an APC group cannot be 
considered comparable with respect to 
the use of resources if the highest cost 
for an item or service in the group is 
more than 2 times greater than the 
lowest cost for an item or service within 
the same group (referred to as the ‘‘2 
times rule’’). The statute authorizes the 
Secretary to make exceptions to the 2 
times rule in unusual cases, such as 
low-volume items and services (but the 
Secretary may not make such an 
exception in the case of a drug or 
biological that has been designated as an 
orphan drug under section 526 of the 
Federal Food, Drug, and Cosmetic Act). 


2. Application of the 2 Times Rule 


In accordance with section 1833(t)(2) 
of the Act and § 419.31 of the 
regulations, we annually review the 
items and services within an APC group 
to determine, with respect to 
comparability of the use of resources, if 
the cost of the highest cost item or 
service within an APC group is more 
than 2 times greater than the cost of the 
lowest cost item or service within that 
same group. In making this 
determination, we consider only those 
HCPCS codes that are significant based 
on the number of claims. We note that, 
for purposes of identifying significant 
procedure codes for examination under 
the 2 times rule, we consider procedure 
codes that have more than 1,000 single 
major claims or procedure codes that 
have both greater than 99 single major 
claims and contribute at least 2 percent 
of the single major claims used to 
establish the APC cost to be significant 


(75 FR 71832). This longstanding 
definition of when a procedure code is 
significant for purposes of the 2 times 
rule was selected because we believe 
that a subset of 1,000 claims (or less 
than 1,000 claims) is negligible within 
the set of approximately 100 million 
single procedure or single session 
claims we use for establishing costs. 
Similarly, a procedure code for which 
there are fewer than 99 single bills and 
which comprises less than 2 percent of 
the single major claims within an APC 
will have a negligible impact on the 
APC cost. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 40981), for CY 
2015, we proposed to make exceptions 
to this limit on the variation of costs 
within each APC group in unusual 
cases, such as low-volume items and 
services. 

In the CY 2015 OPPS/ASC proposed 
rule, we identified the APCs with 
violations of the 2 times rule for CY 
2015 (79 FR 40980). Therefore, we 
proposed changes to the procedure 
codes assigned to these APCs in 
Addendum B to the CY 2015 OPPS/ASC 
proposed rule. We noted that 
Addendum B did not appear in the 
printed version of the Federal Register 
as part of the CY 2015 OPPS/ASC 
proposed rule. Rather, it was published 
and made available via the Internet on 
the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.htmil. In 
these cases, to eliminate a violation of 
the 2 times rule or to improve clinical 
and resource homogeneity, we proposed 
to reassign these procedure codes to 
new APCs that contain services that are 
similar with regard to both their clinical 
and resource characteristics. In many 
cases, the proposed procedure code 
reassignments and associated APC 
reconfigurations for CY 2015 included 
in the proposed rule are related to 
changes in costs of services that were 
observed in the CY 2013 claims data 
newly available for CY 2015 ratesetting. 
We also proposed changes to the status 
indicators for some procedure codes 
that were not specifically and separately 
discussed in the proposed rule. In these 
cases, we proposed to change the status 
indicators for these procedure codes 
because we believe that another status 
indicator would more accurately 
describe their payment status from an 
OPPS perspective based on the policies 
that we proposed for CY 2015. In 
addition, we proposed to rename 
existing APCs or create new clinical 
APCs to complement the proposed 
procedure code reassignments. 
Addendum B to the CY 2015 OPPS/ASC 
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proposed rule identified with a 
comment indicator “CH” those 
procedure codes for which we proposed 
a change to the APC assignment or 
status indicator, or both, that were 
initially assigned in the April 2014 
Addendum B Update (available via the 
Internet on the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html). In 
contrast, Addendum B to this final rule 
with comment period (available via the 
Internet on the CMS Web site) identifies 
with the ‘‘CH’’ comment indicator the 
final CY 2015 changes compared to the 
HCPCS codes’ status as reflected in the 
October 2014 Addendum B update. 


3. Exceptions to the 2 Times Rule 


As discussed earlier, we may make 
exceptions to the 2 times rule limit on 
the variation of costs within each APC 
group in unusual cases such as low- 
volume items and services. Taking into 
account the APC changes that we 
proposed for CY 2015, we reviewed all 
of the APCs to determine which APCs 
would not meet the requirements of the 
2 times rule. We used the following 
criteria to evaluate whether to propose 
exceptions to the 2 times rule for 
affected APCs: 

e Resource homogeneity; 

e Clinical homogeneity; 

e Hospital outpatient setting 
utilization; 

e Frequency of service (volume); and 

e Opportunity for upcoding and code 
fragments. 

Based on the CY 2013 claims data 
available for the CY 2015 OPPS/ASC 
proposed rule, we found 9 APCs with 
violations of the 2 times rule. We 
applied the criteria as described above 
to identify the APCs that we proposed 
to make exceptions for under the 2 
times rule for CY 2015, and identified 
9 APCs that met the criteria for an 
exception to the 2 times rule based on 
the CY 2013 claims data available for 
the proposed rule. We did not include 
in that determination those APCs where 
a 2 times rule violation was not a 
relevant concept, such as APC 0375 
(Ancillary Outpatient Services when 
Patient Expires), which has an APC cost 
set based on multiple procedure claims. 
Therefore, we only identified those 
APCs, including those with criteria- 
based costs, such as device-dependent 
APCs, with violations of the 2 times 
rule. For a detailed discussion of these 
criteria, we refer readers to the April 7, 
2000 OPPS final rule with comment 
period (65 FR 18457 and 18458). 

We note that, for cases in which a 
recommendation by the Panel appears 
to result in or allow a violation of the 


2 times rule, we generally accept the 
Panel’s recommendation because those 
recommendations are based on explicit 
consideration (that is, a review of the 
latest OPPS claims data and group 
discussion of the issue) of resource use, 
clinical homogeneity, site of service, 
and the quality of the claims data used 
to determine the APC payment rates. 

Table 18 of the proposed rule (79 FR 
40981) listed the 9 APCs that we 
proposed to make exceptions for under 
the 2 times rule for CY 2015 based on 
the criteria cited above and claims data 
submitted between January 1, 2013, and 
December 31, 2013, and processed on or 
before December 31, 2013. For the final 
rule with comment period, we stated 
that we intend to use claims data for 
dates of service between January 1, 
2013, and December 31, 2013, that were 
processed on or before June 30, 2014, 
and updated CCRs, if available. 
Therefore, after considering the public 
comments we received on the CY 2015 
OPPS/ASC proposed rule and making 
changes to APC assignments based on 
those comments, we analyzed the CY 
2013 claims data used for this final rule 
with comment period to identify the 
APCs with violations of the 2 times rule. 
Based on the final CY 2013 claims data, 
we found 12 APCs with violations of the 
2 times rule for this final rule with 
comment period, which is 3 more APCs 
that violated the 2 times rule compared 
to those indicated in the proposed rule. 
We applied the criteria as described 
earlier to identify the APCs that are 
exceptions to the 2 times rule for CY 
2015, and identified three new APCs 
that meet the criteria for exception to 
the 2 times rule for this final rule with 
comment period, but that did not meet 
the criteria using proposed rule claims 
data. Specifically, we found that the 
following three new APCs violated the 
2 times rule: 

e APC 0095 (Cardiac Rehabilitation); 

e APC 0388 (Discography); and 

e APC 0420 (Level III Minor 
Procedures). 

After consideration of the public 
comments we received and our review 
of the CY 2013 costs from hospital 
claims and cost report data available for 
this final rule with comment period, we 
are finalizing our proposals with some 
modifications. Specifically, we are 
finalizing our proposal to except 7 of the 
9 proposed APCs from the 2 times rule 
for CY 2015: APCs 0057, 0066, 0330, 
0433, 0450, 0634, and 0661. In contrast, 
we are not finalizing our proposal to 
except 2 of the 9 proposed APCs from 
the 2 times rule: APC 0012 (Level I 
Debridement & Destruction) and APC 
0015 (Level II Debridement & 
Destruction). Our data analysis for this 


final rule with comment period revealed 
that these two APCs no longer violate 
the 2 times rule. Table 19 below lists 10 
APCs that we are excepting from the 2 
times rule for CY 2015 based on the 
criteria above and a review of updated 
claims data. We note that, for cases in 
which a recommendation by the HOP 
Panel appears to result in or allow a 
violation of the 2 times rule, we 
generally accept the Panel’s 
recommendation because those 
recommendations are based on explicit 
consideration of resource use, clinical 
homogeneity, site of service, and the 
quality of the claims data used to 
determine the APC payment rates. The 
geometric mean costs for hospital 
outpatient services for these and all 
other APCs that were used in the 
development of this final rule with 
comment period can be found on the 
CMS Web site at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
Hospital-Outpatient-Regulations-and- 
Notices.html. 


TABLE 19—FINAL APC EXCEPTIONS 
TO THE 2 TIMES RULE FOR CY 2015 





“oo CY 2015 APC Title 
OOG7 .«...... Bunion Procedures. 

0066 ....... Level V Radiation Therapy. 
0085 ....... Cardiac Rehabilitation. 
0330 ....... Dental Procedures. 

0386 ....... Discography. 

0420 ....... Level Ill Minor Procedures. 
0433 ....... Level Il Pathology. 

0450 ....... Level | Minor Procedures. 
0634 ....... Hospital Clinic Visits. 

OGGE <4. Level Ill Pathology. 


The final costs for hospital outpatient 
services for these and all other APCs 
that were used in the development of 
this final rule with comment period can 
be found on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 


C. OPPS APC-Specific Policies 


1. Cardiovascular and Vascular Services: 
Cardiac Telemetry (APC 0213) 


For CY 2015, we proposed to reassign 
CPT code 93229 (External mobile 
cardiovascular telemetry with 
electrocardiographic recording, 
concurrent computerized real time data 
analysis and greater than 24 hours of 
accessible ECG data storage (retrievable 
with query) with ECG triggered and 
patient selected events transmitted to a 
remote attended surveillance center for 
up to 30 days; technical support for 
connection and patient instructions for 
use, attended surveillance, analysis and 
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transmission of daily and emergent data 
reports as prescribed by a physician or 
other qualified health care professional) 
from APC 0209 (Level II Extended EEG, 
Sleep, and Cardiovascular Studies), 
with a proposed rule payment rate of 
approximately $239 to APC 0213 (Level 
] Extended EEG, Sleep, and 
Cardiovascular Studies), with a 
proposed payment rate of approximately 
$175. 

Comment: One commenter opposed 
CMS’ proposal to reassign CPT code 
93229 to APC 0213 and stated that the 
hospital costs used to set the CY 2015 
proposed payment rate is based on 
faulty claims data, which include 
miscoded claims reporting the service 
submitted by hospitals. The commenter 
indicated that based on its internal 
analysis of the CY 2013 hospital claims 
data, which were used as the basis for 
the CY 2015 proposed APC 
reassignment, several hospitals reported 
costs of under $100 for the procedure 
described by CPT code 93229. The 
commenter stated that the service 
described by CPT code 93229 involves 
the use of sophisticated technology 
requiring attended surveillance on a 24- 
hour, 7 days a week basis by a 
technician for up to 30 days. According 
to the commenter, this particular service 
requires resources that are greater than 
$100. The commenter further explained 
that the service described by CPT code 
93229 requires up to 30 days of 
electrocardiogram (ECG) monitoring 
through an external device worn by the 
patient at home that captures, stores, 
and transmits ECG data in real-time 
through wireless technology to a 
receiving or monitoring center (the 
hospital outpatient facility). These data 
are then reviewed by certified cardiac 
technicians and the ordering physician 
is provided with daily reports. The 
commenter added that this procedure is 
performed primarily (approximately 90 
percent of the time) by independent 
diagnostic testing facilities (IDTFs) and 
infrequently performed by hospitals, 
typically under arrangements with 
IDTFs. The commenter believed that the 
CY 2015 proposed payment rate of 
approximately $175 for APC 0213 is 
significantly lower than the CY 2014 
MPFS payment rate of $669. The 
commenter stated that the actual cost of 
providing the service is approximately 
$795. Therefore, the commenter 
recommended that CMS either reassign 
CPT code 93229 to APC 0435 (Level III 
Extended EEG, Sleep, and 
Cardiovascular Studies), which has a 
proposed payment rate of approximately 
$853, or establish a new APC for 
outpatient cardiac telemetry services 


that accurately reflects the costs 
associated with providing this service. 

Response: CPT code 93229 became 
effective January 1, 2009. We believe 
that 5 years is sufficient time to 
understand what procedure CPT code 
93229 describes and how to 
appropriately report this service on 
hospital claims. Based on our analysis 
of the CY 2013 hospital outpatient 
claims data used for this final rule with 
comment period, we are unable to 
determine whether hospitals are 
miscoding the claims reporting this 
service. For all APCs whose payment 
rates are based upon relative payment 
weights, we note that the quality and 
accuracy of reported units and charges 
influence the geometric mean costs that 
are the basis for our payment rates, 
especially the geometric mean costs for 
low volume items and services. Beyond 
our standard OPPS trimming 
methodology (described in section 
I].A.2. of this final rule with comment 
period) that we apply to those claims 
that have passed various types of claims 
processing edits, it is not our general 
policy to determine the accuracy of 
hospital coding and charging practices 
for the purposes of ratesetting (75 FR 
71838). We rely on hospitals to 
accurately report all of the services 
provided to beneficiaries using the 
established HCPCS and CPT codes that 
appropriately describe the procedures 
performed in accordance with their 
code descriptors and the CPT Editorial 
Panel’s and CMS’ instructions, as 
applicable, and to include these charges 
and costs on their Medicare hospital 
cost report appropriately. In addition, 
we do not specify the methodologies 
that hospitals must use to set charges for 
this or any other service. 

We recognize that the MPFS pays 
separately for CPT code 93229. 
However, the MPFS and the OPPS are 
very different payment systems. Each 
system is established under a different 
set of statutory and regulatory 
principles, and the policies established 
under the MPFS do not necessarily 
affect the payment policies under the 
OPPS. Moreover, we do not agree with 
the commenter that CPT code 93229 
should be reassigned to APC 0435. 
Based on the claims data available for 
this final rule with comment period, we 
believe that APC 0213 is the most 
appropriate APC to reassign CPT code 
93229 based on the clinical 
homogeneity and resource costs in 
relation to the other procedures 
assigned to this APC. Our analysis of the 
latest hospital outpatient CY 2013 
claims data shows a final geometric 
mean cost of approximately $105 for 
CPT code 93229 based on 3,505 single 


claims (out of 3,579 total claims), which 
is not inconsistent with the geometric 
mean cost of approximately $183 for 
APC 0213, which is the lowest cost APC 
in the extended EEG, sleep, and 
cardiovascular studies series of APCs. 


In response to the commenter’s 
concern regarding miscoding of hospital 
claims reporting the service described 
by CPT code 93229, we remind 
hospitals that CPT code 93229 is not the 
appropriate procedure code to use to 
report Holter monitoring (CPT codes 
93224 through 93227), or event 
monitoring (CPT codes 93268 through 
93278) procedures. CPT code 93229 
should be used to report continuous 
outpatient cardiovascular monitoring 
that includes up to 30 consecutive days 
of real-time cardiac monitoring. In 
particular, the 2014 CPT Code Book 
describes the procedure described by 
CPT code 93229 as a mobile 
cardiovascular telemetry service and 
defines it as: 


‘‘Mobile cardiovascular telemetry 
(MCT): Continuously records the 
electrocardiographic rhythm from 
external electrodes placed on the 
patient’s body. Segments of the ECG 
data are automatically (without patient 
intervention) transmitted to a remote 
surveillance location by cellular or 
landline telephone signal. The segments 
of the rhythm, selected for transmission, 
are triggered automatically (MCT device 
algorithm) by rapid and slow heart rates 
or by the patient during a symptomatic 
episode. There is continuous real time 
data analysis by preprogrammed 
algorithms in the device and attended 
surveillance of the transmitted rhythm 
segments by a surveillance center 
technician to evaluate any arrhythmias 
and to determine signal quality. The 
surveillance center technician reviews 
the data and notifies the physician or 
other qualified health care professional 
depending on the prescribed criteria” 
(2014 CPT Professional Edition; page 
549). 

We expect that hospitals would only 
report CPT code 93229 on hospital 
claims for providing the mobile 
telemetry service that is described 
above. 

In summary, after consideration of the 
public comment we received, we are 
finalizing our CY 2015 proposal, 
without modification, to reassign CPT 
code 93229 to APC 0213 for CY 2015. 
Consistent with our policy of reviewing 
APC assignments annually, we will 
reevaluate the cost of CPT code 93229 
and its APC assignment for the CY 2016 
rulemaking. 
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2. Gastrointestinal (GI) Services: Upper 
GI Procedures (APCs 0142, 0361, 0419, 
and 0422) 

In the CY 2014 OPPS/ASC final rule 
with comment period, we assigned CPT 
codes 43211 (Esophagoscopy, flexible 
transoral; with endoscopic mucosal 
resection), and 43254 
(Esophagogastroduodenoscopy, flexible, 
transoral; with endoscopic mucosal 
resection) to APC 0141 (Level I Upper 
GI Procedures) on an interim basis. In 
addition, we assigned CPT code 43240 
(Upper gastrointestinal endoscopy 
including esophagus, stomach, and 
either the duodenum and/or jejunum as 
appropriate; with transmural drainage of 
pseudocyst) to APC 0419 (Level Il 
Upper GI Procedures), CPT code 91035 
(Esophagus, gastroesophageal reflux 
test; with mucosal attached telemetry ph 
electrode placement, recording, analysis 
and interpretation) to APC 0361 (Level 
II Alimentary Tests), and CPT code 
0355T (Gastrointestinal tract imaging, 
intraluminal (eg, capsule endoscopy), 
colon, with interpretation and report) to 
APC 0142 (Level I Small Intestine 
Endoscopy). 

For CY 2015, we proposed to reassign 
CPT codes 43211 and 43254 from APC 
0141 to APC 0419. We also proposed to 
continue to assign CPT code 43240 to 
APC 0419; CPT code 91035 to APC 
0361; and CPT code 0355T to APC 0142. 

Comment: Several commenters 
requested that CMS reassign CPT codes 
43211 and 43254 from APC 0141 to APC 
0419 in response to the CY 2014 OPPS/ 
ASC final rule with comment period. 
The commenters believed that the 
reassignment would be consistent with 
the resource and clinical homogeneity 
principles used to assign services to 
appropriate classification groupings. In 
response to the CY 2015 OPPS/ASC 
proposed rule, the same commenters 
supported CMS’ proposal to reassign 
CPT codes 43211 and 43254 to APC 
0419 for the CY 2015 OPPS update, and 
applauded CMS for considering the 
suggestions made in response to the 
commenters’ concerns. One commenter 
requested that CMS consider reassigning 
CPT codes 43211 and 43254 from APC 
0141 to APC 0422 (Level II] Upper GI 
Procedures) instead of from APC 0141 to 
APC 0419 as proposed. Based on an 
analysis of the CY 2013 OPPS claims 
data performed by the commenter, the 
commenter believed that the geometric 
mean costs associated with endoscopic 
mucosal resection (EMR) procedures are 
more Closely aligned with the geometric 
mean cost of APC 0422 than APC 0419. 

Response: EMR CPT codes 43211 and 
43254 became effective January 1, 2014. 
As with all new codes, our policy has 


been to assign the service to an APC 
based on input from a variety of sources, 
including but not limited to, a review of 
the clinical similarity of the service in 
comparison to existing procedures; 
input from CMS medical advisors; 
information from interested specialty 
societies; and a review of all other 
information available to us. Based on 
the complexity of these procedures and 
input from our medical advisors, we 
believe that APC 0419 appropriately 
reflects the clinical homogeneity and 
resource costs associated with 
performing EMR procedures. Therefore, 
after consideration of the public 
comments we received, we are 
finalizing our CY 2015 proposal, 
without modification, to reassign CPT 
codes 43211 and 43254 from APC 0141 
to APC 0419 for the CY 2015 OPPS 
update. As we do every year, we will 
review our claims data for these services 
for the CY 2016 OPPS rulemaking. 

Comment: Several commenters 
expressed concern with CMS’ proposal 
to continue to assign CPT code 43240 to 
APC 0419, and requested that CMS 
reassign the CPT code to APC 0384 (GI 
Procedures with Stents) based on the 
clinical similarity of the service to other 
procedures assigned to this APC. 

Response: Based on our analysis of 
the latest hospital outpatient claims data 
used for this final rule with comment 
period, we agree with the commenters 
that a more appropriate APC 
reassignment is necessary for CPT code 
43240. However, we believe that the 
most appropriate APC reassignment is 
APC 0422 (Level III Upper GI 
Procedures) rather than APC 0384. Our 
claims data show a geometric mean cost 
of approximately $1,574 for CPT code 
43240 based on 44 single claims (out of 
142 total claims), which is more 
comparable to the geometric mean cost 
of approximately $1,987 for APC 0422 
than to the geometric mean cost of 
approximately $3,294 for APC 0384. 
Therefore, after consideration of the 
public comments we received, we are 
modifying our proposal regarding the 
APC reassignment of CPT code 43240. 
Specifically, we are reassigning CPT 
code 43240 from APC 0419 to APC 0422 
for CY 2015. 

Comment: Several commenters 
expressed concern regarding the 
inadequate payment rate for CPT code 
91035 under Medicare’s ASC payment 
system, and requested that CMS 
reassign CPT code 91035 from APC 
0361 to APC 0142 as a means to increase 
the payment rate in the ASC setting. The 
commenters noted that APC 0142 
includes other capsule-based 
procedures that are clinically similar to 
the procedure described by CPT code 


91035, such as the procedure described 
by CPT code 91112 (Gastrointestinal 
transit and pressure measurement, 
stomach through colon, wireless 
capsule, with interpretation and report). 
The commenters further explained that 
the procedures described by CPT codes 
91035 and 91112 both involve the use 
of a capsule to collect pH and other data 
from the patient’s gastrointestinal tract 
over a period of several days. 

Response: Based on our analysis of 
the latest hospital outpatient claims data 
used for this final rule with comment 
period, we believe that CPT code 91035 
is appropriately assigned to APC 0361 to 
ensure adequate payment for the service 
in any hospital outpatient setting. Our 
claims data show a geometric mean cost 
of approximately $466 for CPT code 
91035 based on 1,272 single claims (out 
of 5,099 total claims), while claims data 
for CPT code 91112 show a geometric 
mean cost of approximately $774 based 
on 353 single claims (out of 412 total 
claims). The geometric mean cost of 
APC 0361 is approximately $341 and 
the geometric mean cost of APC 0142 is 
approximately $884, which is almost 
twice the geometric cost of CPT code 
91035. In addition, assigning CPT code 
91035 to APC 0142 would create a 
violation of the 2 times rule within APC 
0142 because the geometric mean cost of 
the highest cost significant procedure 
assigned to APC 0142 (CPT code 44361, 
with a geometric mean cost of 
approximately $1,019) is 2.2 times the 
geometric mean cost of CPT code 91035. 
Therefore, APC 0142 would not be an 
appropriate assignment for CPT code 
91035. We are finalizing our CY 2015 
proposal to continue to assign CPT code 
91035 to APC 0361. 

Comment: In response to the CY 2014 
OPPS/ASC final rule with comment 
period, several commenters requested 
that CMS assign CPT code 0355T, which 
became effective July 1, 2014, to APC 
0142 for the CY 2015 OPPS update. The 
commenters believed that the procedure 
described by CPT code 0355T is similar 
to the procedures described by existing 
GI capsule endoscopy CPT codes 91110 
(Gastrointestinal tract imaging, 
intraluminal (eg, capsule endoscopy), 
esophagus through ileum, with 
interpretation and report), 91111 
(Gastrointestinal tract imaging, 
intraluminal (eg, capsule endoscopy), 
esophagus with interpretation and 
report), and 91112 (Gastrointestinal 
transit and pressure measurement, 
stomach through colon, wireless 
capsule, with interpretation and report), 
which are all assigned to APC 0142. 

Response: As published in Table 17 of 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40976), we proposed to continue 
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to assign this new code to APC 0142. 
We agree with the commenters that GI 
endoscopy CPT codes 0355T, 91110, 
91111, and 91112 are clinically similar. 
Therefore, we are finalizing our CY 2015 
proposal, without modification, to 
continue to assign CPT code 0355T to 
APC 0142, As a result, all four GI 
endoscopy procedures described by CPT 
codes 0355T, 91110, 91111, and 91112 
will be assigned to APC 0142 for the CY 
2015 OPPS update. 

We remind hospitals that because the 
payment rates associated with new 
codes that become effective July 1 are 
not available to us in time for 
incorporation into the Addenda to the 
proposed rule, the Level Il HCPCS codes 
and the Category II] CPT codes 
implemented through the July 2014 
OPPS quarterly update CR were not 
included in Addendum B to the 
proposed rule (which is available via 
the Internet on the CMS Web site). 
However, we listed the codes and their 
proposed APC assignments in the 
preamble of the proposed rule. 

The final CY 2015 payment rate for all 
of the CPT codes discussed can be 
found in Addendum B to this CY 2015 
OPPS/ASC final rule with comment 
period (which is available via the 
Internet on the CMS Web site). 


3. Genitourinary Services 


a. Gynecologic Procedures (APCs 0188, 
0189, 0192, 0193, and 0202) 


For the CY 2014 OPPS update, we 
made several changes to specific APC 
assignments, which included the female 
reproductive APCs; APC 0192, APC 
0193, and APC 0195. These proposed 
changes were listed in Addendum B to 
the CY 2014 OPPS/ASC proposed rule 
(which is available via the Internet on 
the CMS Web site). With respect to 
these three APCs, based on claims data 
available for the CY 2014 OPPS/ASC 
proposed rule, only APC 0193 showed 
a violation of the 2 times rule. We note 
that, under the OPPS, we may make 
exceptions to the 2 times rule based on 
the variation of costs within each APC 
group in unusual cases such as low- 
volume items and services. In the case 
of APC 0193, we believed that it was 
necessary to make an exception to the 
2 times rule for the CY 2014 OPPS 
update because this APC sufficiently 
reflected the clinical and resource 
coherence of the Level V female 
reproductive procedures. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40982), we discussed our 
proposal to make further changes to the 
existing female reproductive APCs; APC 
0188, APC 0189, APC 0191, APC 0192, 
APC 0193, APC 0195, and APC 0202 


based on a presentation made at the 
March 10, 2014 Panel meeting. 
Specifically, one presenter expressed 
concern regarding the reassignment of 
the female reproductive procedures 
within existing APCs 0192 (Level IV 
Female Reproductive Procedures), 0193 
(Level V Female Reproductive 
Procedures), and 0195 (Level VI Female 
Reproductive Procedures) that became 
effective with the CY 2014 OPPS 
update. The presenter stated that the 
proposed changes would compromise 
beneficiary access to pelvic floor repair 
procedures, and urged the Panel to 
request that CMS reconsider its 
packaging policy for the procedures 
assigned to APCs 0193 and 0195 and 
allow stakeholders the opportunity to 
work with CMS to appropriately 
reassign these procedures to accurately 
account for the clinical complexity 
associated with providing these 
services. In addition, the presenter 
requested that CMS delay the 
conversion of existing APC 0202 (Level 
VII Female Reproductive Procedures) to 
a C-APC to allow for further study of 
the complexity of pelvic floor repair 
procedures. After review of the 
information provided by the presenter 
and examination of the hospital 
outpatient claims data available for the 
CY 2015 OPPS/ASC proposed rule, the 
Panel did not make any 
recommendations regarding any of the 
female reproductive APCs. 

For the CY 2015 OPPS update, based 
on our review of the latest hospital 
outpatient claims data available for the 
CY 2015 OPPS/ASC proposed rule, 
there were no violations of the 2 times 
rule within any of the female 
reproductive APCs (79 FR 40982). 
However, we proposed to restructure 
the female reproductive APCs to more 
appropriately reflect the resource and 
clinical characteristics of the procedures 
assigned to each APC. The proposed 
restructuring resulted in the use of five 
APCs for the CY 2015 OPPS update, as 
compared to the seven APCs used for 
the CY 2014 OPPS update. We believe 
that the proposed five-level APC 
structure will provide more accurate 
payments for the female reproductive 
procedures furnished to Medicare 
beneficiaries. 

Tables 21 and 22 of the proposed rule 
(79 FR 40983) showed the current CY 
2014 and proposed CY 2015 female 
reproductive APCs. Specifically, Table 
21 showed the female reproductive 
APCs, APC titles, and their status 
indicator assignments for CY 2014, 
while Table 22 showed the proposed 
female reproductive APCs, APC titles, 
and their status indicator assignments 
for CY 2015. In the proposed rule, we 


noted that one of the five levels of the 
female reproductive APCs, APC 0202, is 
proposed to be converted to a C—-APC. 
We refer readers to section II.A.2.e. of 
this final rule with comment period for 
further discussion of our comprehensive 
APC policy. 

In addition, for CY 2015, we proposed 
to consolidate the two existing 
hysteroscopy APCs; APC 0190 (Level I 
Hysteroscopy) and APC 0387 (Level II 
Hysteroscopy). Specifically, we 
proposed to delete APC 0387 and to 
reassign the procedures currently 
assigned to this APC to APC 0190. In 
conjunction with this proposed 
reassignment, we proposed to rename 
APC 0190 from ‘Level II Hysteroscopy”’ 
to ‘‘Hysteroscopy.” Based on the 
hospital outpatient claims data available 
for the CY 2015 OPPS/ASC proposed 
rule, we believe that the two-leveled 
structure of the hysteroscopy APCs is no 
longer necessary because the single- 
leveled hysteroscopy APC sufficiently 
reflects the resources and clinical 
similarities of all the hysteroscopic 
procedures. We note that, for CY 2014, 
the payment rates for APCs 0190 and 
0387 are $1,763 and $2,818, 
respectively. For CY 2015, the proposed 
payment rate for APC 0190 was 
approximately $2,014. 

Comment: Many commenters 
supported CMS’ proposal to reassign 
several of the female reproductive 
procedures to APC 0202 and stated that 
the proposed restructuring of these 
APCs more appropriately reflects 
clinical and resource homogeneity 
among similar procedures. 

Response: We appreciate the 
commenters’ support. 

Comment: Some commenters opposed 
CMS’ proposal to reassign CPT code 
57155 (Insertion of uterine tandem and/ 
or vaginal ovoids for clinical 
brachytherapy) from APC 0193 (Level IV 
Female Reproductive Procedures) to 
APC 0192 (Level III Female 
Reproductive Procedures) for the CY 
2015 OPPS update. According to the 
commenters, the proposed CY 2015 
OPPS payment rate of approximately 
$501 for CPT code 57155 is significantly 
lower than the CY 2014 OPPS payment 
rate of approximately $1,375, which 
represents a 63-percent reduction in the 
payment for this service. The 
commenters noted that the APC 
assignment for this procedure has varied 
between APC 0192 and APC 0193 since 
the inception of the code, and 
recommended that CMS reexamine the 
procedures assigned to APCs 0192, 
0193, and 0202 to ensure that the 
proposed structure of these APCs 
provides the most appropriate payment 
for the services assigned to each APC. 
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Some commenters requested that CMS 
continue to assign CPT code 57155 to 
APC 0193 for the CY 2015 update. The 
commenters also recommended that 
CMS closely monitor medical practice 
patterns to ensure beneficiary access to 
this treatment if CMS finalizes the 
proposal to reassign CPT code 57155 to 
APC 0192. 

Response: CPT code 57155 became 
effective January 1, 2002. Since that 
time, CPT code 57155 has been assigned 
to either APC 0192 or APC 0193. For 
CYs 2002, 2003, and 2006 through 2013, 
CPT code 57155 was assigned to APC 
0192. For CYs 2004, 2005, and 2014, 
CPT code 57155 was assigned to APC 
0193. Consistent with CMS’ statutory 
requirement under section 1833(t)(9) of 
the Act to review and revise APC 
assignments annually and to construct 
the most appropriate APC groupings as 
well as, to the extent desirable, correct 
any 2 times rule violations, we 
evaluated the resource consumption and 
clinical coherence associated with the 
female reproductive APCs for the CY 
2015 OPPS update. Based on an analysis 
of the latest hospital outpatient claims 
data for this final rule with comment 
period, CPT code 57155 has a geometric 
mean cost of approximately $731 based 
on 858 single claims (out of 2,461 total 
claims). The geometric mean costs for 
the significant procedures assigned to 
APC 0192 range between approximately 
$398 (for CPT code 56605) and $731 (for 
CPT code 57155). Therefore, we believe 
that CPT code 57155 is appropriately 
assigned to APC 0192 based on the 
comparable resource costs associated 
with the other procedures assigned to 
this APC and are not making any 
changes to our proposal for this final 
rule with comment period. We note that 
APC 0192 had a proposed payment rate 
of approximately $501, which was 
based on hospital outpatient claims data 
submitted between January 1, 2013, and 
December 31, 2013, and processed on or 
before December 31, 2013. For this final 
rule with comment period, the final 
payment rate for APC 0192 is 
approximately $487, which is based on 
hospital outpatient claims data 
submitted between January 1, 2013, and 
December 31, 2013, and processed on or 
before June 30, 2014. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to reassign CPT code 
57155 from APC 0193 to APC 0192 for 
CY 2015. 

Comment: Several commenters 
requested that CMS not finalize the 
proposal to consolidate the two existing 
hysteroscopy APCs. Instead, the 
commenters suggested that CMS 


maintain the two-leveled structure of 
the hysteroscopy APCs to differentiate 
the less costly diagnostic hysteroscopic 
services from the more resource- 
intensive hysteroscopic procedures. One 
commenter stated that the 
reconfiguration of these APCs for CY 
2015 is premature and warrants more 
discussion prior to finalizing a proposal 
regarding this issue. Another 
commenter believed that it is not 
clinically coherent to combine the 
diagnostic hysteroscopy procedure 
described by CPT code 58555 with a 
significant therapeutic procedure, such 
as a hysteroscopic myomectomy 
described by CPT code 58561. The 
commenter explained that all of the 
gynecology specialty societies 
recommend minimally invasive 
alternatives to hysterectomy when 
available. In addition, the commenter 
believed that the proposal to consolidate 
the hysteroscopy APCs would provide 
incentives for hospitals to encourage 
treatment that is not the standard of 
care, 

Response: Based on a review of the 
latest hospital outpatient claims data for 
the CY 2015 OPPS update, we believe 
that restructuring and consolidating the 
gynecology APCs is prudent in order to 
improve the comparability of resource 
and clinical similarity of all the 
hysteroscopy procedures assigned to a 
specific APC. In addition, we disagree 
with the commenter’s assertion 
regarding hospitals’ incentives to 
deliver substandard care for the 
purposes of financial gain. We believe 
that hospitals and physicians will offer 
their patients the appropriate care and 
treatment, which may or may not 
employ an expensive medical device. 

Comment: Several commenters 
suggested that modifications to the 
proposed APC assignments for certain 
related procedures be considered if CMS 
finalizes the proposal to restructure and 
consolidate the female reproductive 
APCs. One commenter suggested that 
CMS reassign CPT codes 58561 and 
58563 to APC 0202 instead of APC 0190 
based on the clinical similarities in 
relation to the other procedures 
assigned to APC 0202. 

Response: Based on input from our 
medical advisors, we agree with the 
commenter that APC 0202 is the most 
appropriate APC assignment for CPT 
codes 58561 and 58563 based on their 
clinical similarity in relation to the 
other procedures assigned to this APC. 
We note that APC 0202 is designated as 
a C—-APC for the CY 2015 OPPS update. 
Further information on C-APCs can be 
found in section II.A.2.e. of this final 
rule with comment period. 


Comment: One commenter suggested 
that CMS reconsider the proposal to 
consolidate the hysteroscopy APCs and 
establish two separate APCs for female 
reproductive procedures; one for the 
more resource-intensive hysteroscopic 
procedures and another for the lower- 
cost and less complex hysteroscopic 
procedures. Specifically, the commenter 
recommended assigning the following 
seven resource-intensive female 
reproductive procedures to a higher- 
paying APC, with a geometric mean cost 
ranging between approximately $3,010 
and $4,350: CPT codes 58353, 58356, 
58561, 58563, 58565, 58559, and 58560. 
The commenter also suggested assigning 
the following four less complex female 
reproductive procedures to a lower- 
paying APC, with a geometric mean cost 
ranging between approximately $1,758 
and $2,099: CPT codes 58555, 58558, 
58562, and 58579. Another commenter 
believed that the necessary resources 
required to provide the service 
described by CPT code 58555 are 
significantly less than the resources 
required to provide the service 
described by CPT code 58561. The 
commenter stated that the resource costs 
for providing the services described by 
CPT codes 58353, 58561, 58563, and 
58565 are similar and recommended 
that these procedures be assigned to the 
same APC. 

Response: We reviewed our latest 
hospital outpatient claims data used for 
this final rule with comment period for 
all of the hysteroscopic procedures. 
Based on our review and after 
consideration of the public comments 
we received, we are modifying our 
proposal regarding the proposed APC 
assignments for several of the 
hysteroscopic procedures for the CY 
2015 OPPS update. Specifically, we are 
deleting APC 0190 and reassigning the 
eight procedures that were proposed to 
be assigned to this APC to APC 0188, 
APC 0193, or APC 0202. 

In summary, after consideration of the 
public comments received, we are 
finalizing our proposals with some 
modifications. For the hysteroscopy 
procedure APCs, we proposed to 
reassign all of the procedures assigned 
to APC 0387 to APC 0190, which 
resulted in a one-leveled APC 
containing all of the hysteroscopy 
procedures. Specifically, we proposed 
to delete APC 0387 (Level II 
Hysteroscopy), and to rename APC 0190 
“‘Hysteroscopy.’’ However, based on our 
analysis of the hospital outpatient 
claims data available for this final rule 
with comment period, we are modifying 
our proposal. Instead, we are 
reassigning all of the hysteroscopy 
procedures that we proposed to assign 
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to APC 0190 to one of the female 
reproductive APCs. That is, we are 
reassigning all of the procedures 
proposed for reassignment to APC 0190 
to APC 0188, APC 0193, or APC 0202. 
Consequently, with no procedures 
remaining in APC 0190, we deleted this 
APC for CY 2015. In addition, we are 
finalizing our proposal to restructure the 
female reproductive APCs to more 
appropriately reflect the resource and 
clinical characteristics of the procedures 
assigned to each APC. Specifically, we 
are finalizing our proposal to assign all 
of the female reproductive procedures to 





APCs 0188, 0189, 0192, 0193, or 0202. 
In addition, because of our revision to 
the hysteroscopy procedures APCs, we 
are revising the APC titles for the five 
female reproductive APCs; APC 0188, 
APC 0189, APC 0192, APC 0193, and 
APC 0202, from “Female Reproductive 
Procedures” to ‘‘Gynecologic 
Procedures” to more appropriately 
describe the procedures assigned to 
these APCs. Table 20 below lists the 
hysteroscopic procedures CPT codes, 
along with their long descriptors, 
proposed CY 2015 OPPS status 
indicators and APC assignments, as well 


as their final CY 2015 OPPS status 
indicators and APC assignments. Table 
21 below lists the final APC titles and 
status indicators for the gynecologic 
procedure APCs. The final CY 2015 
payment rates for the gynecologic 
procedures APCs, as well as the 
hysteroscopic procedures CPT codes 
listed in Table 21 can be found in 
Addendum B to this CY 2015 OPPS/ 
ASC final rule with comment period 
(which is available via the Internet on 
the CMS Web site). 


TABLE 20—FINAL CY 2015 APC ASSIGNMENTS FOR THE HYSTEROSCOPIC PROCEDURES 























Proposed Proposed Final Final 
CPT Code Long descriptor CY 2015 CY 2015 CY 2015 CY 2015 
OPPS SI OPPS APC OPPS SI OPPS APC 

DBSO8 csceccovee Endometrial ablation, thermal, without hysteroscopic guidance ........... J1 0202 J1 0202 

SBSOG .....c5c0050 Endometrial cryoablation with ultrasonic guidance, including J1 0202 J1 0202 
endometrial curettage, when performed. 

BIDS dsnevseesse Hysteroscopy, diagnostic (Separate procedure) .......... cece eeeeeeerteeees 1 0190 T 0193 

SBS ...cs.-.20 Hysteroscopy, surgical; with sampling (biopsy) of endometrium and/or v 0190 ¥ 0193 
polypectomy, with or without d & c. 

BBBD9 is. -assocs Hysteroscopy, surgical; with lysis of intrauterine adhesions (any id 0190 J1 0202 
method). 

5BS560 ....;....55 Hysteroscopy, surgical; with division or resection of intrauterine sep- v 0190 J1 0202 
tum (any method). 

BESG1 ......5..-- Hysteroscopy, surgical; with removal of leiomyomata ou... eee x 0190 J1 0202 

BBSG2 ..5.00605.3 Hysteroscopy, surgical; with removal of impacted foreign body ........... it 0190 T 0193 

SBSES <..220056-.. Hysteroscopy, surgical; with endometrial ablation (eg, endometrial re- iE 0190 Jt 0202 
section, electrosurgical ablation, thermoablation). 

BBO i. .ss505050 Hysteroscopy, surgical; with bilateral fallopian tube cannulation to in- J1 0202 J1 0202 
duce occlusion by placement of permanent implants. 

Scopsnencen Unlisted hysteroscopy procedure, UtEFUS 0.0... eee ee ects eee eeteetteeeanenes 











TABLE 21—FINAL CY 2015 APC TITLES FOR GYNECOLOGIC PROCEDURES 










CY 2015 APC 







NBS) n.cs0sseccees Level Il Female Reproductive Procedures 
ON? siesckinse Level Ill Female Reproductive Procedures 
ONS cseteescss Level IV Female Reproductive Procedures 


b. Cystourethroscopy, Transprostatic 
Implant Procedures, and Other 
Genitourinary Procedures (APCs 0160, 
0161, 0162, 0163, and 1564) 


For the CY 2015 OPPS update, based 
on our review of the latest hospital 
outpatient claims data available for the 
CY 2015 OPPS/ASC proposed rule, we 
proposed to restructure the APCs 
containing cystourethroscopy and other 
genitourinary procedures to more 
appropriately reflect the resource costs 
and clinical characteristics of the 
procedures assigned within each APC 
(79 FR 40987). We note that, for the CY 
2014 OPPS update, there are five levels 
of APCs that contain cystourethroscopy 
and genitourinary procedures. These 


Proposed CY 2015 APC title 


Level | Female Reproductive Procedures 


Level V Female Reproductive Procedures 


APCs were listed in Table 26 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
40986), along with their status indicator 
assignments for CY 2014. The proposed 
restructuring resulted in the use of four 
APCs for the CY 2015 OPPS update, as 
compared to the five APCs used for the 
CY 2014 OPPS update. Specifically, 
based on our review and evaluation of 
the procedures assigned to these APCs 
and the latest hospital outpatient claims 
data available, in the CY 2015 OPPS/ 
ASC proposed rule, we proposed to 
delete APC 0429 (Level V 
Cystourethroscopy and Other 
Genitourinary Procedures) and reassign 
the procedures that were previously 
assigned to this APC to either APC 0161 


Final CY 2015 APC title 


Level | Gynecologic Procedures 
Level Il Gynecologic Procedures 
Level Ill Gynecologic Procedures 
Level IV Gynecologic Procedures ..........cecceeeeeeeteeeeeeenees 
Level V Gynecologic Procedures .........cccccesseceeeseeeenenes 









Final CY 
2015 status 
indicator 
























(Level 1 Cystourethroscopy and Other 
Genitourinary Procedures) or APC 0163 
(Level IV Cystourethroscopy and Other 
Genitourinary Procedures). We believe 
that the procedures currently assigned 
to APC 0429 would be more 
appropriately assigned to either APC 
0161 or APC 0163 based on their 
geometric mean costs for the CY 2015 
OPPS update. Further, we believe that 
this proposed restructuring 
appropriately categorizes all of the 
cystourethroscopy and other 
genitourinary procedures that are 
comparable clinically and with respect 
to resource use within an APC group. 
We also proposed to delete APC 0169 
(Lithotripsy) because the one procedure, 
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specifically the procedure described by 
CPT code 50590 (Lithotripsy, 
extracorporeal shock wave), that was 
assigned to this APC was proposed for 
reassignment to APC 0163 (79 FR 
40987). Table 27 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40987) listed 
the proposed APCs that contain 
cystourethroscopy and other 
genitourinary procedures, the APC 
titles, and the proposed status indicator 
assignments for CY 2015. The proposed 
payment rates for the specific APCs 
listed in Table 27 were listed in 
Addendum A to the proposed rule. The 
proposed payment rates for the specific 
cystourethroscopy and other 
genitourinary procedure codes were 
listed in Addendum B to the proposed 
rule. (Addenda A and B to the proposed 
rule are available via the Internet on the 
CMS Web site.) 

Comment: Several commenters 
opposed CMS’ proposal to delete APC 
0169 and reassign the extracorporeal 
shock wave lithotripsy (ESWL) CPT 
code 50590 to APC 0163. The 
commenters noted that the procedure 
described by CPT code 50590 is 
classified as a noninvasive therapy and 
is not similar, clinically or with respect 
to resource costs, to the other more 
invasive surgical urological procedures 
that are proposed for assignment to APC 
0163. One commenter stated that the 
ESWL procedure does not involve the 
use of an endoscope and, therefore, 
should not be assigned to APC 0163. 
This commenter believed that the 
payment rate for APC 0163 would be 
influenced by dominating the claims 
data for CPT code 50590 because ESWL 
is acommonly performed procedure 
resulting in a significant high volume of 
single frequency claims. The commenter 
requested that CMS delay finalizing this 
proposal or, alternatively, reassign CPT 
code 50590 to APC 0162 (Level III 
Cystourethroscopy and Other 
Genitourinary Procedures) because this 
APC encompasses a broader and more 
diverse grouping of procedures than 
APC 0163. 

Response: As part of our standard 
annual OPPS update process, we review 
each APC assignment for the clinical 
similarity and resource homogeneity of 
the procedures assigned to each APC. 
An analysis of our latest hospital 
outpatient claims data available for this 
final rule with comment period revealed 
a geometric mean cost of approximately 
$3,094 based on 32,370 single claims 
(out of 44,816 total claims) for CPT code 
50590, which is comparable to the 
geometric mean cost of approximately 
$3,230 for APC 0163. The significant 
procedures assigned to APC 0163 have 
geometric mean costs ranging between 


$2,946 and $4,088. We do not agree 
with the commenters that APC 0162 is 
the more appropriate APC assignment 
because the geometric mean cost for this 
APC, approximately $2,163, is 
significantly lower than the geometric 
mean cost of approximately $3,094 for 
CPT code 50590. In addition, the 
geometric mean cost of APC 0163 (using 
proposed rule data) and without CPT 
code 50590 assigned to this APC was 
approximately $3,058, which is close to 
the final rule geometric mean cost of 
CPT code 50590 of $3,094. Although the 
ESWL procedure does not involve the 
use of an endoscope, we note that not 
every procedure proposed for 
reassignment, or ultimately reassigned, 
to APC 0163 uses an endoscope. In 
addition, we do not agree with the 
commenters that the ESWL procedure is 
not clinically similar to the other 
procedures assigned to APC 0163. There 
are no general rules for clinical 
similarity that apply to all APCs. 
Instead, the evaluation of clinical 
similarity depends upon the particular 
characteristics of the services being 
evaluated for a particular APC 
assignment. The use of single procedure 
APCs, like APC 0169, the APC to which 
CPT code 50590 is assigned for CY 
2014, generally is not considered 
appropriate under the OPPS because 
payment rates based on a single 
procedure code’s geometric mean cost is 
more consistent with a fee schedule 
than a prospective payment system. 
However, there are limited 
circumstances in which we assign a 
single procedure code to an APC; for 
example, the intraocular procedures 
assigned to an APC series. Specifically, 
APC 0673 (Level III Intraocular 
Procedures) has a geometric mean cost 
of approximately $3,239. APC 0293 
(Level IV Intraocular Procedures) is the 
next higher level APC in the intraocular 
procedures APC series, and it has a 
single procedure (CPT code 65770 
(Keratoprosthesis)) assigned to it, which 
has a geometric mean cost of 
approximately $8,766. The highest cost 
procedure assigned to APC 0673 is CPT 
code 67113 (Repair of complex retinal 
detachment), which has a geometric 
mean cost of approximately $4,065. The 
geometric mean cost of CPT code 65770 
is significantly higher, 2.2 times the 
geometric mean cost of CPT code 67113. 
Therefore, we assigned CPT code 65770 
to a different APC because the resource 
costs are not similar. Because the 
procedure described by CPT code 65770 
is an intraocular surgery and there are 
no other APCs that contain clinically 
similar procedures, we assigned CPT 
code 65770 to APC 0293 without any 


other procedures. Continuing in this 
series, we assigned CPT code 0308T 
(Insertion of intraocular telescope 
prosthesis including removal of 
crystalline lens) to APC 0351 (Level V 
Intraocular Procedures) without any 
other procedures. CPT code 0308T has 
a geometric mean cost of approximately 
$23,947, which is 2.73 times the 
geometric mean cost of the procedure 
described by CPT code 65770, which is 
assigned to APC 0293, which is one 
level lower than APC 0351 in the 
intraocular procedures APC series. CPT 
code 0308T is the only procedure code 
assigned to APC 0351 because there are 
no other procedures that are similar in 
terms of resource costs. We do not 
believe that similar APC series 
assignment is applicable to CPT code 
50590. Therefore, we proposed to 
reassign CPT code 50590 to APC 0163 
and delete APC 0169 (79 FR 40986 
through 40987). In summary, based on 
our review of the latest hospital 
outpatient claims data for this final rule 
with comment period, we believe that 
CPT code 50590 would be appropriately 
assigned to APC 0163 based on its 
clinical and resource similarity to the 
other procedures assigned to APC 0163, 
several of which are dedicated to kidney 
stone removal. Therefore, we are 
finalizing our proposal, without 
modification, to assign CPT code 50590 
to APC 0163 for CY 2015. 

Comment: One commenter requested 
that CMS not finalize the proposal to 
delete APC 0429, and suggested that 
CMS maintain this APC until data 
become available for CPT code 52356 
(Cystourethroscopy, with ureteroscopy 
and/or pyeloscopy; with lithotripsy 
including insertion of indwelling 
ureteral stent (eg., Gibbons or double-] 
type)), which became effective January 
1, 2014. 

Response: We believe that CPT code 
52356 is appropriately categorized by 
APC 0163 based on its similarity to the 
other procedures assigned to this APC. 
Because CPT code 52356 became 
effective January 1, 2014, we expect to 
have claims data for the procedure 
described by this code available for the 
CY 2016 OPPS rulemaking cycle. We 
note that, consistent with CMS’ policy 
of reviewing APC assignments annually 
in accordance with the statutory 
requirement, we will reevaluate the APC 
assignment for CPT code 52356 for the 
CY 2016 OPPS update. Therefore, after 
consideration of the public comment we 
received, we are finalizing our 
proposals, without modification, to 
delete APC 0429 and to assign CPT code 
52356 to APC 0163 for CY 2015. 

Comment: Some commenters 
disagreed with CMS’ proposal to 
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reassign CPT code 55875 (Transperineal 
placement of needles or catheters into 
prostate for interstitial radioelement 
application, with or without cystoscopy) 
from APC 0163 to APC 0162. The 
commenters stated that the proposal 
would result in a 28-percent reduction 
in the payment for this service when the 
CY 2014 payment rate of approximately 
$2,905 for APC 0163 is compared to the 
CY 2015 proposed payment rate of 
approximately $2,091 for APC 0162. 
The commenters noted that CPT code 
55875 has been assigned to APC 0163 
since the code’s inception in CY 2007, 
and believed that the proposed payment 
rate for APC 0163 more accurately 
reflects the resources necessary to 
provide this service. The commenters 
urged CMS to maintain the APC 
assignment of CPT code 55875 to APC 
0163. 

Response: Analysis of our latest 
hospital claims data used for this final 
rule with comment period revealed a 
geometric mean cost of approximately 
$2,501 for CPT code 55875 based on 703 
single claims (out of 4,681 total claims), 
which is comparable to the geometric 
mean cost of approximately $2,163 for 
APC 0162. We do not agree with the 
commenters that APC 0163 is the more 
appropriate APC because its geometric 
mean cost of approximately $3,230 is 
significantly higher than the geometric 
mean cost of approximately $2,501 for 
CPT code 55875. We believe that CPT 
code 55875 is appropriately assigned to 
APC 0162 based on its clinical 
homogeneity and resource costs to the 
procedures currently assigned to this 
APC. Therefore, after consideration of 
the public comments we received, we 
are finalizing our proposal, without 
modification, to reassign CPT code 
55875 to APC 0162 for CY 2015. 

Comment: One commenter opposed 
CMS’ proposal to reassign CPT code 
53850 (Transurethral destruction of 
prostate tissue; by microwave 
thermotherapy) from APC 0429 to APC 
0161. The commenter stated that the CY 
2015 proposed payment rate for APC 
0161 is approximately $1,235, which is 
significantly lower than the CY 2014 
payment rate of approximately $3,304 
for APC 0429. The commenter suggested 
that CMS reassign CPT code 53850 to 
APC 0163, the APC to which CPT code 
53852 (Transurethral destruction of 
prostate tissue; by radiofrequency 
thermotherapy) is proposed to be 
reassigned. The commenter explained 
that both procedures are similar in 
clinical technique because both 
procedures use a thermal approach as 
an alternative to open prostatectomy or 
transurethral resection of the prostate 


for the treatment of benign prostatic 
hyperplasia (BPH). 

Response: As has been our practice 
since the implementation of the OPPS 
in 2000, we review, on an annual basis, 
the APC assignments for the procedures 
and services paid under the OPPS. 
Based on the latest hospital outpatient 
claims data used for this final rule with 
comment period, our analysis does not 
support the reassignment of CPT code 
53850 to APC 0163. Our analysis of the 
claims data shows a geometric mean 
cost of approximately $1,542 for CPT 
code 53850 based on 107 single claims 
(out of 142 total claims), which is 
relatively similar to the geometric mean 
cost of approximately $1,273 for APC 
0161. While we acknowledge that both 
procedures are similar, our analysis of 
the claims data shows that the resource 
costs of providing the procedure 
described by CPT code 53852 is 
significantly higher than the resource 
cost of providing the procedure 
described by CPT code 53850. 
Specifically, the geometric mean cost for 
CPT code 53852 is approximately 
$3,339 based on 98 single claims (out of 
156 total claims), which is comparable 
to the geometric mean cost of APC 0163 
of approximately $3,230. We do not 
agree with the commenters that APC 
0163 is the more appropriate APC 
assignment because its geometric mean 
cost is significantly higher than the 
geometric mean cost of CPT code 53850 
of approximately $1,542. We believe 
that CPT code 53850 would be 
appropriately assigned to APC 0161 
based on its clinical homogeneity and 
resource costs to the procedures 
currently assigned to this APC. 
Therefore, after consideration of the 
public comment we received, we are 
finalizing our proposal, without 
modification, to reassign CPT code 
53850 from APC 0429 to APC 0161 for 
CY 2015. 

In addition, effective April 1, 2014, 
we created HCPCS codes C9739 
(Cystourethroscopy, with insertion of 
transprostatic implant; 1 to 3 implants) 
and C9740 (Cystourethroscopy, with 
insertion of transprostatic implant; 4 or 
more implants) as a result of an 
application to assign the transprostatic 
implant procedures (TIPs) toa New 
Technology APC. We assigned HCPCS 
codes C9739 and C9740 to APCs 0162 
(Level III Cystourethroscopy and other 
Genitourinary Procedures) and 1564 
(New Technology—Level XXVII), 
respectively, based on the estimated 
costs of the procedures, which include 
1 to 3 implants in the case of procedures 
described by HCPCS code C9739, and 4 
or more implants in the case of 
procedures described by HCPCS code 





C9740. We based the number of 
implants for HCPCS codes C9739 and 
C9740 on the number of implant 
utilization data per patient that the New 
Technology applicant provided within 
its approved application. The CY 2014 
payment rates for APCs 0162 and 1564 
are $2,007.32 and $4,750.00, 
respectively. 

The AMA’s CPT Editorial Panel 
recently created two new codes for this 
technology, which become effective on 
January 1, 2015: CPT codes 52441 
(Cystourethroscopy, with insertion of 
permanent adjustable transprostatic 
implant; single implant) and 52442 
(Cystourethroscopy, with insertion of 
permanent adjustable transprostatic 
implant; each additional permanent 
adjustable transprostatic implant (List 
separately in addition to code for 
primary procedure)). 

Comment: One commenter stated that 
the TIPs described by HCPCS codes 
C9739 and C9740 do not receive 
adequate payment under the OPPS 
because of the code descriptors for these 
procedure codes as they relate to the 
number of implants allowed in each 
respective code (1 to 3 implants for 
HCPCS code C9739 and 4 or more 
implants for HCPCS code C9740), when 
categorized by the APCs in which these 
services are assigned. The commenter 
also believed that the TIPs are unable to 
be performed in the ASC setting because 
of the inadequate payment rate for the 
specific APCs. The commenter believed 
that the procedures described by HCPCS 
codes C9739 and C9740 are device 
dependent because a majority of the 
procedures’ costs are associated with 
the costs of the implants, with a mean 
of 4.9 implants per procedure. The 
commenter also believed that there is 
considerable variation in the number of 
implants used for each procedure. The 
commenter believed that the ASC 
payment is extremely low because the 
procedures are not designated as 
“device intensive” in the ASC setting 
(that is, the procedures are not assigned 
to ASC payment indicator ‘‘J8’’), nor are 
the procedures assigned to a C-APC 
under the OPPS, which would most 
likely allow for the performance of the 
device-intensive treatment in the ASC 
setting, similar to most of the proposed 
C-APCs that are defined as device- 
intensive APCs. The commenter stated 
that the proposed OPPS payments for 
HCPCS codes C9739 and C9740 are 
inadequate to cover both the costs of the 
number of implants required and the 
cost of the procedure. The commenter 
recommended several possible APC 
assignments to improve the payments 
for TIPs. The commenter recommended 
using new CPT codes 52441 and 52442 
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to report the TIPs under the OPPS, and 
assigning the procedures to C-APC 0385 
(Level I Urogenital Procedures) because 
the proposed payment rate for C-APC 
0385 of approximately $7,659 is 
comparable to the estimated cost of 
performing TIPs using 5 implants, 
which is approximately $7,519. The 
commenter’s second recommendation 
was to continue to report the 
performance of the TIPs using HCPCS 
codes C9739 and C9740, and to assign 
HCPCS code C9740 to APC 0385, as 
described previously, and HCPCS code 
C9739 to APC 0202 (Level V Female 
Reproductive Procedures) and remove 
“Female” from the title of APC 0202. 
According to the commenter, the 
proposed payment for APC 0202 of 
approximately $4,366 is equivalent to 
the cost of a TIP using 2 or 3 implants. 
The commenter believed that because 
APC 0202 is designated as a C-APC, the 
ASC payment for the procedure would 
also prove to be adequate. The 
commenter’s third recommendation was 
to use new CPT codes 52441 and 52442 
to report TIPs and to assign the 
procedure codes to APC 0168 (Level II 
Urethral Procedures) on an interim basis 
until OPPS claims data are available for 
these codes. The commenter believed 
that the proposed payment rate for APC 
0168 of approximately $2,533 more 
appropriately equates to the cost of a 
single implant procedure described by 
CPT code 52441, while additional 
implant procedures described by CPT 
code 52442 would be paid at 50 percent, 
or approximately $1,267, because APC 
0168 is subject to the multiple 
procedure discount (that is, the APC is 
assigned to status indicator “T’’), which, 
the commenter claimed, more 
appropriately equates to the estimated 
cost of providing the procedure 
described by CPT code 52442 of 
approximately $1,248. However, the 
commenter noted that, because APC 
0168 is not a C-APC, payment for the 
procedure may not be designated as 
“device intensive’’ to ensure adequate 
ASC payment. The commenter 
recommended that CMS consider any 
procedure that has device costs that are 
greater than 40 percent as device 
intensive. 

Response: We agree with the 
commenter that the cost of the implants 
associated with the procedures 
described by HCPCS codes C9739 and 
C9740 represents the majority of the 
costs of the procedures. We considered 
those costs and the variation in the 
number of implants per procedure when 
we created HCPCS codes C9739 and 
C9740 and assigned the procedure codes 
to APCs 0162 and 1564, respectively. 


We believe that HCPCS codes C9739 
and C9740 are preferable to the new 
CPT codes 52441 and 52442 with 
respect to OPPS and ASC payments 
because the new codes describe 
complete procedures instead of the 
insertion of individual implants, which 
are almost always incomplete 
procedures because patients usually 
receive multiple implants. We do not 
believe that any of the APCs 
recommended by the commenter are 
appropriate for assignment of HCPCS 
codes C9739 and C9740 at this time 
because our usual policy with new 
codes is to wait until we have OPPS 
claims data available before making an 
APC reassignment. In regard to the ASC 
payment for the procedures, neither 
APC 0162 nor APC 1564 is designated 
as device intensive. Therefore, the 
multiple procedure payment reduction 
under OPPS applies to the entire 
payment amount under the ASC 
payment as well. Currently, there is no 
policy regarding designating services 
that are assigned to a New Technology 
APC as device intensive for the ASC 
setting. We may consider such a policy 
in future rulemakings. 

We will maintain payment for the 
cystourethroscopy with insertion of 
TIPs using HCPCS codes C9739 and 
C9740 because we believe that the code 
descriptors more appropriately reflect 
complete procedures and the 
distribution of implant utilization per 
patient. For CY 2015, we are 
maintaining our APC assignments for 
HCPCS codes C9739 and C9740 to APCs 
0162 and 1564, respectively. The APC 
assignments for HCPCS codes C9739 
and C9740 are initial APC assignments 
until we obtain claims data for these 
two codes for the CY 2016 OPPS update. 
The final CY 2015 geometric mean costs 
for APC 0162 is approximately $2,163, 
and the final CY 2015 payment rate 
(there are no geometric mean costs for 
New Technology APCs, only payment 
bands) for APC 1564 is approximately 
$4,750. CPT codes 52441 and 52442 will 
not be payable under the OPPS for CY 
2015; we are assigning these two CPT 
codes to status indicator ‘‘B’’ (Codes that 
are not recognized by OPPS when 
submitted on an outpatient hospital Part 
B bill type (12x and 13x)). 

After consideration of the public 
comments we received, we also are 
finalizing our proposal to restructure the 
APCs containing cystourethroscopy, 
transprostatic implant procedures, and 
other genitourinary procedures, and to 
use a four-level APC grouping to classify 
the procedures based on our analysis of 
the latest hospital outpatient claims data 
available for this final rule with 
comment period. The final payment 


rates for the cystourethroscopy, 
transprostatic implant procedures, and 
other genitourinary procedure codes, as 
well as the specific CPT codes on which 
we received public comments and that 
are discussed in this section, can be 
found in Addendum B to this final rule 
with comment period, which is 
available via the Internet on the CMS 
Web site. The final payment rates for 
APCs 0160, 0161, 0162, and 0163, 
which are the final CY 2015 
cystourethroscopy, transprostatic 
implant procedures, and other 
genitourinary APCs, can be found in 
Addendum A to this final rule with 
comment period, which is also available 
via the Internet on the CMS Web site. 
We remind commenters that every 
year we revise, if necessary, the APC 
assignments for procedure codes based 
on our analysis of the latest hospital 
outpatient claims data. We anticipate 
that there will be further significant 
revisions to the urology-related APCs in 
futures years because the current overall 
APC structure is suboptimal and can be 
improved with respect to the clinical 
similarity and resource similarity of the 
groupings. In addition, we note that 
section 1833(t)(9)(A) of the Act requires 
the Secretary to review, on a recurring 
basis occurring no less than annually, 
and revise the groups, the relative 
payment weights, and the wage and 
other adjustments to take into account 
changes in medical practice, changes in 
technology, the addition of new 
services, new cost data, and other 
relevant information and factors. 
Although we do not discuss every APC 
change in the proposed and final rules 
with comment period, these changes are 
listed in Addendum B to the proposed 
and final rules with comment period. 
Specifically, procedure codes with 
proposed revisions to the APC and/or 
status indicator assignments are 
assigned to comment indicator ‘‘CH”’ 
(Active HCPCS code in current year and 
next calendar year, status indicator and/ 
or APC assignment has changed) in 
Addendum B to the proposed rule. 


c. Level IV Anal/Rectal Procedures (APC 
0150) 


We created HCPCS code C9735 
(Anoscopy; with directed submucosal 
injection(s), any substance) effective 
April 1, 2013, and assigned the service 
to APC 0150 (Level IV Anal/Rectal 
Procedures) for CY 2013, which had a 
payment rate of $2,365.97. We 
maintained the assignment of HCPCS 
code C9735 to APC 0150 for CY 2014, 
with a payment rate of $2,501.31. 
HCPCS code C9735 involves injection of 
a bulking agent, L8605 (Injectable 
bulking agent dextranomer/hyaluronic 
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acid copolymer implant, anal canal, 1 
ml, includes shipping and necessary 
supplies). One commenter in response 
to the CY 2014 OPPS/ASC proposed 
rule believed that the proposed 
assignment for HCPCS code C9735 to 
APC 0150 was inappropriate, and 
asserted that the entire HCPCS code 
C9735 procedure costs far more than the 
proposed payment rate for APC 0150. 
The commenter recommended creating 
a new Level V Anal/Rectal Procedures 
APC, composed of HCPCS code C9735, 
and two other procedures. CMS 
responded in the CY 2014 OPPS/ASC 
final rule with comment period that 
HCPCS code C9735 became effective 
April 1, 2013, so there were no claims 
data yet on this procedure, and that our 
longstanding policy is to wait until 
there are claims data on a new 
procedure before reassigning the service 
to another clinical APC (78 FR 74981). 
We did not agree with the commenters 
that creating a Level V Anal/Rectal 
Procedures APC was warranted for CY 
2014. We believed that the suggested 
Level V APC would have a low volume 
of single frequency claims, and HCPCS 
code C9735 had no claims volume at 
that time. We stated that the low volume 
of claims for such an APC would 
contribute to APC cost and payment 
volatility. 

For CY 2015, we proposed to 
maintain the assignment of HCPCS code 
C9735 to APC 0150, which had a 
proposed payment rate of $2,612.71. 
The AMA’s CPT Editorial Panel created 
new Category III CPT code 0377T 
(Anoscopy with directed submucosal 
injection of bulking agent for fecal 
incontinence), which describes the 
procedure performed by HCPCS code 
C9735, to be effective January 1, 2015. 

Comment: A few commenters 
recommended that CMS divide APC 
0150 into two APCs by creating a higher 
cost Level V Anal/Rectal Procedures 
APC. The commenters stated that there 
are four procedure codes that have a 
geometric mean cost that is more than 
$500 higher than the proposed 
geometric mean cost of APC 0150, 
which is $2,735.52, and one procedure 
code that has a geometric mean cost that 
is approximately $300 higher than the 
proposed geometric mean cost of APC 
0150. One commenter specifically stated 
that the proposed payment rate for APC 
0150 is insufficient to cover the cost of 
the procedure described by HCPCS code 
C9735, which is one of the five 
procedure codes recommended for 
assignment to the suggested Level V 
Anal/Rectal Procedures APC, because 
the proposed payment rate for APC 0150 
is lower than the total cost of the 
procedure. The commenter pointed out 





that the proposed geometric mean cost 
of HCPCS code C9735 is $3,241.32, 
which is considerably higher that the 
proposed geometric mean cost of APC 
0150, which is $2,735.52. The 
commenter also recommended creating 
a Level V Anal/Rectal Procedures APC, 
and assigning HCPCS code C9735 and 
other codes to this recommended APC. 
In addition, the commenter 
recommended that CMS use new CPT 
code 0377T for hospitals to report the 
anoscopy with directed submucosal 
injection of bulking agent for fecal 
incontinence procedure, effective 
January 1, 2015. 

Response: The claims data available 
for this final rule with comment period, 
which are used to establish final 
payment rates for the CY 2015 OPPS, 
show a geometric mean cost of 
approximately $2,698 for APC 0150, 
while the geometric mean cost for 
HCPCS code C9735 is approximately 
$2,863 based on 56 single frequency 
claims. We believe that the geometric 
mean cost of HCPCS code C9735 is 
similar to the geometric mean cost of 
APC 0150. Further, the procedure 
described by HCPCS code C9735 is no 
longer one of the five highest cost 
procedures assigned to APC 0150 based 
on claims data available for this final 
rule with comment period. Similarly, 
there are other higher cost, lower 
volume procedures with geometric 
mean costs that are greater than the 
geometric mean cost of APC 0150, but 
do not create a violation of the 2 times 
rule because of the APC assignment. For 
instance, CPT code 46762 
(Sphincteroplasty, anal, for 
incontinence, adult; implantation 
artificial sphincter) has a final rule 
geometric mean cost of approximately 
$11,873 based on 9 single frequency 
claims. The volume of claims for this 
CPT code is too low to consider this 
procedure significant for purposes of 
evaluating a potential violation of the 2 
times rule. Therefore, we do not believe 
that the range of costs for the significant 
procedures assigned to APC 0150 
warrants the creation of a higher level 
APC. Based on claims data available for 
this final rule with comment period, the 
five highest cost procedures assigned to 
APC 0150 have a total number of single 
frequency claims that equals less than 
220 claims. The suggested Level V Anal/ 
Rectal Procedures APC would have a 
low volume of single frequency claims 
and would contribute to APC cost and 
payment volatility, as was the case 
when based on CY 2014 claims data. As 
we stated in the CY 2014 OPPS/ASC 
final rule with comment period, we are 
not accepting the commenter’s 


recommendation because a low volume 
APC will contribute to the APC’s cost 
volatility, which in turn contributes to 
payment volatility for the procedures 
assigned to the low volume APC (78 FR 
74981). 

After consideration of the public 
comments we received regarding the 
composition of APC 0150, we are 
finalizing our proposal to continue to 
assign HCPCS code C9735 to APC 0150 
for CY 2015. The CY 2015 final 
geometric mean cost of APC 0150 is 
approximately $2,698. In addition, new 
CPT code 0377T also is assigned to APC 
0150 for CY 2015 because we agree with 
the commenters that HCPCS code C9735 
should be deleted after December 31, 
2014. We are instructing hospitals to use 
CPT code 0377T to report this service 
beginning with the code’s effective date, 
January 1, 2015. 


d. Percutaneous Renal Cryoablation 
(APC 0423) 


For CY 2014, we assigned CPT codes 
50593 (Ablation, renal tumor(s), 
unilateral, percutaneous, cryotherapy) 
and 0340T (Ablation, pulmonary 
tumor(s), including pleura or chest wall 
when involved by tumor extension, 
percutaneous, cryoablation, unilateral, 
includes imaging guidance) to APC 0423 
(Level II Percutaneous Abdominal and 
Biliary Procedures), which has a 
payment rate of $4,106.19. For CY 2015, 
we proposed to continue to assign these 
two CPT codes to APC 0423, with a 
proposed payment rate of $4,053.32. 

Comment: One commenter believed 
that CMS’ proposal to continue to assign 
CPT codes 50593 and 0340T to APC 
0423 does not accurately reflect the 
costs incurred when performing these 
cryoablation procedures. The 
commenter noted that APC 0423 
includes several other radiofrequency 
ablation and endoscopy procedures, 
which do not include high-cost device 
systems like the cryoablation 
procedures described by CPT codes 
50593 and 0340T. Although the 
commenter acknowledged that there is 
no violation of the 2 times rule, the 
commenter stated that the proposed 
geometric mean cost of CPT code 50593 
is significantly higher than the proposed 
geometric mean cost of APC 0423. In 
addition, the commenter asserted that 
the cryoablation procedures described 
by CPT codes 50593 and 0340T are not 
clinically similar to other procedures 
assigned to APC 0423. The commenter 
further noted that less than half of 
claims used to establish the proposed 
geometric mean cost of CPT code 50593 
were correctly coded, and did not 
include the device HCPCS code C2618 
(Probe, cryoablation). The commenter 
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recommended that CMS create a new 
Level III Percutaneous Abdominal and 
Biliary Procedures APC, and assign CPT 
codes 50593 and 0340T to this APC. 

Response: We disagree with the 
commenter that the proposed geometric 
mean cost of CPT code 50593, which is 
$4,937.12 is significantly higher than 
the proposed geometric mean cost of 
APC 0423, which is $4,243.84. The 
claims data available for this final rule 
with comment period show a geometric 
mean cost of approximately $4,249 for 
APC 0423, and approximately $4,985 for 
CPT code 50593, which is based on 749 
single frequency claims. The geometric 
mean cost of CPT code 50593 is the 
highest cost procedure assigned to APC 
0423, but is well within a normal range 
of costs associated with the other 
procedures assigned to this APC, and 
does not approach the 2 times limit that 
would create a violation of the 2 times 
rule. CPT code 0340T has no claims at 
this time because the procedure code 
became effective beginning in CY 2014. 
Therefore, we do not believe that a new 
Level III Percutaneous Abdominal and 
Biliary Procedures APC is warranted 
based on the geometric mean cost of 
CPT code 50593 relative to the 
geometric mean cost of APC 0423. We 
also remind the commenter that we 
typically do not investigate allegations 
of hospital cost underreporting or 
incorrect coding. As we stated in the CY 
2011 OPPS/ASC final rule with 
comment period, ‘Beyond our standard 
OPPS trimming methodology. . . that 
we apply to those claims that have 
passed various types of claims 
processing edits, it is not our general 
policy to judge the accuracy of hospital 
coding and charging for purposes of 
ratesetting”’ (75 FR 71838). We believe 
that the cryoablation procedures 
described by CPT codes 50593 and 
0340T are clinically similar to the other 
procedures assigned to APC 0423. Many 
of the procedures assigned to APC 0423 
are ablative procedures, and all of the 
procedures assigned to this APC are 
abdominal or biliary. Therefore, we are 
finalizing the CY 2015 proposal, 
without modification, to continue to 
assign CPT codes 50593 and 0340T to 
APC 0423. We will specifically review 
the APC assignment of CPT code 0340T 
when claims data for this service 
become available. 


4. Nervous System Services 
a. Chemodenervation (APC 0206) 

For CY 2015, we proposed to continue 
to assign CPT code 64616 
(Chemodenervation of muscle(s); neck 


muscle(s), excluding muscles of the 
larynx, unilateral (eg, for cervical 


dystonia, spasmodic torticollis)) to APC 
0204 (Level I Nerve Injections), with a 
proposed payment rate of approximately 
$218. We note that CPT code 64616 
became effective January 1, 2014. 

Comment: One commenter requested 
that CMS reassign CPT code 64616 from 
APC 0204 to APC 0206 (Level II Nerve 
Injections), which had a proposed 
payment rate of approximately $375. 
The commenter noted that this 
recommendation for APC reassignment 
was also submitted in response to the 
CY 2014 OPPS/ASC final rule with 
comment period. The commenter stated 
that APC 0206 is the APC that was 
assigned to CPT code 64613 
(Chemodenervation of muscle(s); neck 
muscle(s) (eg, for spasmodic torticollis, 
spasmodic dysphonia), which is the 
predecessor code for CPT code 64616 in 
effect prior to January 1, 2014. Based on 
the commenter’s analysis of the CY 2013 
hospital outpatient claims data that was 
used for the CY 2015 OPPS/ASC 
proposed rule, the commenter believed 
that APC 0206 is the most appropriate 
APC assignment for CPT code 64616 
based on the resource costs and clinical 
homogeneity of the predecessor code, 
CPT code 64613, in relation to the other 
procedures assigned to APC 0206. 

Response: We reviewed the latest 
hospital outpatient claims data 
reporting the service described by 
predecessor code, CPT code 64613, and 
the replacement code, CPT code 64616. 
We acknowledge that the procedure 
described by CPT code 64616 was 
previously described by CPT code 
64613. Based on our analysis of the 
latest hospital outpatient claims data 
available for this final rule with 
comment period, we agree with the 
commenter’s recommendation that CPT 
code 64616 should be reassigned from 
APC 0204 to APC 0206 for the CY 2015 
update. Specifically, we reviewed the 
latest hospital outpatient claims data for 
CPT code 64613 based on claims 
submitted by hospitals for dates of 
service between January 1, 2013, and 
December 31, 2013, that were processed 
on or before June 30, 2014. Our review 
of the latest claims data shows a 
geometric mean cost of approximately 
$322 for CPT code 64613 based on 
11,177 single claims (out of 13,743 total 
claims), which is comparable to the 
geometric mean cost of approximately 
$387 for APC 0206. There are 21 
procedures assigned to APC 0206 and 
the geometric mean costs for the 
procedures with significant claims data 
range approximately between $322 (for 
CPT code 64613) and $536 (for CPT 
code 62270). Based on these data, we 
agree with the commenter that APC 
0206 is the most appropriate APC 


assignment for CPT code 64616 based 
on clinical homogeneity to the other 
procedures assigned to this APC and the 
resource similarity of the predecessor 
code, CPT code 64613, to the other 
procedures assigned to APC 0206. 

Therefore, after consideration of the 
public comment we received, we are not 
adopting our proposal to continue to 
assign CPT code 64616 to APC 0204. 
Instead, we are reassigning CPT code 
64616 to APC 0206 for the CY 2015 
OPPS update. The final CY 2015 
payment rate for CPT code 64616 can be 
found in Addendum B to this CY 2015 
OPPS/ASC final rule with comment 
period (which is available via the 
Internet on the CMS Web site). 


b. Epidural Lysis (APCs 0203 and 0207) 


For CY 2015, we proposed to continue 
to assign CPT code 62263 (Percutaneous 
lysis of epidural adhesions using 
solution injection (eg, hypertonic saline, 
enzyme) or mechanical means (eg, 
catheter) including radiologic 
localization (includes contrast when 
administered), multiple adhesiolysis 
sessions; 2 or more days) to APC 0203 
(Level IV Nerve Injections), with a 
proposed payment rate of approximately 
$1,524. We also proposed to continue to 
assign CPT code 62264 (Percutaneous 
lysis of epidural adhesions using 
solution injection (eg, hypertonic saline, 
enzyme) or mechanical means (eg, 
catheter) including radiologic 
localization (includes contrast when 
administered), multiple adhesiolysis 
sessions; 1 day) to APC 0207 (Level III 
Nerve Injections), with a proposed 
payment rate of approximately $683. 

Comment: One commenter opposed 
CMS’ proposals to continue to assign 
CPT code 62263 to APC 0203 and CPT 
code 62264 to APC 0207. The 
commenter stated that CMS has 
overcompensated for the cost of 
providing the service described by CPT 
code 62263 by assigning the procedure 
to APC 0203. Alternatively, the 
commenter believed that CMS has 
undercompensated the cost of providing 
the service described by CPT code 
62264 by assigning the procedure to 
APC 0207. The commenter stated that 
the resources utilized during the 
performance of the services described 
by both CPT codes are comparable, and 
each CPT code should be reassigned to 
a more appropriate APC to ensure 
adequate payment for the services 
provided. 

Response: We reviewed the latest 
hospital outpatient claims data 
reporting services described by CPT 
codes 62263 and 62264 for dates of 
service between January 1, 2013, and 
December 31, 2013, that were processed 
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on or before June 30, 2014. For CPT 
code 62263, our analysis of the claims 
data shows a geometric mean cost of 
approximately $1,215 based on 70 
single claims (out of 88 total claims), 
which is comparable to the geometric 
mean cost of approximately $1,525 for 
APC 0203. For CPT code 62264, our 
analysis of the claims data shows a 
geometric mean cost of approximately 
$798 based on 1,971 single claims (out 
of 4,174 total claims), which is 
comparable to the geometric mean cost 
of approximately $697 for APC 0207. 
Therefore, we believe that the 
procedures described by CPT code 
66263 and CPT code 62264 are 
appropriately assigned to APCs 0203 
and 0207, respectively, based on clinical 
and resource similarities in relation to 
the other procedures assigned to these 
APCs. We remind the commenter that 
the OPPS is a system of averages, in 
which the costs of services, calculated 
from the most recent year’s claims data, 
are weighted relative to the other 
services in the system, for that given 
year. Furthermore, as has been our 
practice since the implementation of the 
OPPS, we annually review all the items 
and services within an APC group to 
determine, with respect to 
comparability of the use of resources, 
any violations of the 2 times rule. In 
making this determination, we review 
our Claims data and determine whether 
we need to make changes to the current 
APC assignments for the following year. 
We will reevaluate the APC assignment 
for CPT codes 62263 and 62264 for the 
CY 2016 OPPS rulemaking. 

After consideration of the public 
comment that we received, we are 
finalizing our CY 2015 proposal, 
without modification, to continue to 
assign CPT code 62263 to APC 0203 and 
CPT code 62264 to APC 0207. The final 
CY 2015 payment rates for the two 
procedures can be found in Addendum 
B to this CY 2015 OPPS/ASC final rule 
with comment period (which is 
available via the Internet on the CMS 
Web site). 


c. Transcranial Magnetic Stimulation 
(TMS) Therapy (APC 0218) 


Since July 2006, CPT codes have 
existed to describe Transcranial 
Magnetic Stimulation (TMS) therapy. 
The initial CPT codes were temporary 
Category III CPT codes, specifically, 
CPT codes 0160T (Therapeutic 
repetitive transcranial magnetic 
stimulation treatment planning) and 
0161T (Therapeutic repetitive 
transcranial magnetic stimulation 
treatment delivery and management, per 
session), that became effective July 1, 
2006. For CY 2011, the CPT Editorial 





Panel deleted CPT code 0160T on 
December 31, 2010, and replaced this 
procedure code with CPT code 90867 
(Therapeutic repetitive transcranial 
magnetic stimulation (tms) treatment; 
initial, including cortical mapping, 
motor threshold determination, delivery 
and management), effective January 1, 
2011. Similarly, CPT code 0161T was 
deleted on December 31, 2010, and was 
replaced with CPT code 90868 
(Therapeutic repetitive transcranial 
magnetic stimulation (tms) treatment; 
subsequent delivery and management, 
per session), effective January 1, 2011. 
In CY 2012, the CPT Editorial Panel 
established an additional TMS therapy 
code, specifically, CPT code 90869 
(Therapeutic repetitive transcranial 
magnetic stimulation (tms) treatment; 
subsequent motor threshold re- 
determination with delivery and 
management), that became effective 
January 1, 2012. 

For the CY 2014 update, CPT codes 
90867 and 90868 were assigned to APC 
0216 (Level II Nerve and Muscle Tests), 
with a payment rate of $216.79, and 
CPT code 90869 was assigned to APC 
0218 (Level II Nerve and Muscle Tests), 
with a payment rate of $127.75. For the 
CY 2015 update, as listed in Addendum 
B to the CY 2015 OPPS/ASC proposed 
rule, we proposed to continue to assign 
CPT code 90869 to APC 0218, with a 
proposed payment rate of approximately 
$160. In addition, we proposed to 
reassign CPT codes 90867 and 90868 
from APC 0216 to APC 0218, the same 
APC assignment for CPT code 90869. 

Comment: One commenter disagreed 
with CMS’ proposal to reassign CPT 
codes 90867 and 90868 from APC 0216 
to APC 0218, and to continue to assign 
CPT code 90869 to APC 0218. The 
commenter stated that the proposed 
addition of certain nerve conduction 
study codes to APC 0218 for the CY 
2015 update has negatively affected the 
proposed payment rate for APC 0218. 
The commenter believed that this 
proposal resulted in a decreased 
payment rate of approximately $160 for 
APC 0218, compared to the CY 2014 
payment rate of approximately $217; 
thereby effectuating a potential financial 
loss for the provider with each 
treatment because a typical course of 
TMS therapy includes a total of 25 daily 
treatment sessions. In addition, the 
commenter stated that assigning CPT 
codes 90867, 90868, and 90869 to APC 
0218 is clinically inappropriate because 
these CPT codes describe therapy 
services, whereas the other procedure 
codes assigned to APC 0218 describe 
diagnostic tests (simple nerve 
conduction and electromyography 
studies). To correct the perceived 





clinical and resource discrepancies, the 
commenter suggested that CMS 
establish a new APC specifically for the 
TMS therapy codes, and that CMS title 
the APC “‘Transcranial Magnetic 


Stimulation.” 
Response: We believe that APC 0218 


is the most appropriate APC assignment 
for the three TMS therapy CPT codes. 
The CPT codes describing the 
procedures assigned to APC 0218 all 
describe noninvasive services that affect 
the nervous system. Based on the latest 
hospital outpatient claims data used for 
this final rule with comment period, our 
analysis revealed that the resources 
associated with providing the services 
described by CPT codes 90867, 90868, 
and 90869 are comparable to the other 
services assigned to APC 0218. 
Specifically, based on CY 2013 claims 
data used for this final rule with 
comment period, the geometric mean 
cost for CPT code 90867 is 
approximately $210 based on 72 single 
claims (out of 72 total claims), the 
geometric mean cost for CPT code 90868 
is approximately $201 based on 2,513 
single claims (out of 2,516 total claims), 
and the geometric mean cost for CPT 
code 90869 is approximately $194 based 
on 28 single claims (out of 30 total 
claims). In addition, a review of the 
procedures assigned to APC 0218 shows 
that the range of geometric mean cost for 
the services assigned to APC 0218 is 
approximately between $95 (for CPT 
code 95937) and $327 (for CPT code 
95875), which is comparable to the 
geometric mean costs for all three TMS 
therapy CPT codes. Based on the 
clinical and resource similarities in 
relation to the other procedures 
currently assigned to APC 0218, we 
believe that the TMS therapy codes 
would be appropriately assigned to APC 
0218. 

After consideration of the public 
comment we received, we are finalizing 
our CY 2015 proposal, without 
modification, to reassign CPT codes 
90867 and 90868 from APC 0216 to APC 
0218, and to continue to assign CPT 
code 90869 to APC 0218 for CY 2015. 


5. Ocular Services: Ophthalmic 
Procedures and Services 


For the CY 2015 OPPS update, based 
on our evaluation of the latest hospital 
outpatient claims data, we proposed to 
restructure all of the ophthalmic APCs 
to better reflect the costs and clinical 
characteristics of the procedures within 
each APC. This proposed restructuring 
resulted in the use of 13 APCs for the 
ophthalmology-related procedures for 
the CY 2015 OPPS update, as compared 
to the 24 APCs used for the CY 2014 
OPPS update. We believe that this major 
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restructuring and consolidation of APCs 
more appropriately categorizes all of the 
ophthalmology-related procedures and 
services within an APC group, such that 
the services within each newly- 
configured APC are more comparable 
clinically and with respect to resource 
use. Tables 19 and 20 in the proposed 
rule showed the current CY 2014 and 
proposed CY 2015 ophthalmology- 
related APCs. Specifically, Table 19 of 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40981) showed the CY 2014 
ophthalmology-related APCs and status 
indicator assignments, while Table 20 
showed the proposed restructured 
ophthalmology-related APCs and their 
status indicator assignments for CY 
2015 (79 FR 40981 through 40982). The 
proposed payment rates for the 
ophthalmology-related APCs listed in 
Table 20 were listed in Addendum B to 
the proposed rule (which is available 
via the Internet on the CMS Web site). 

In the CY 2015 OPPS/ASC proposed 
rule, we invited public comments on 
this proposal. 

Comment: Several commenters stated 
that the proposed restructuring and 
consolidation of the CY 2015 
ophthalmic APC is substantial, and 
requested that CMS not finalize this 
proposal. The commenters also stated 
that CMS has not provided information 
regarding the criteria used to 
differentiate the various levels of 
treatments or procedures for the 
restructured 13 ophthalmic APCs. The 
commenters stated that the 
configuration and structure of the 
existing 24 APCs do not appear to be 
inconsistent with the requirements for 
clinical coherence or resource use. The 
commenters disagreed with CMS’ 
proposal to establish broader categories 
within these APCs, and indicated that 
such a change in APC groupings has the 
potential to aggregate procedures that 
vary significantly in resource costs and 
clinical coherence. In addition, the 
commenters stated that some of the 





procedures in the restructured 
ophthalmic APCs appear to be 
inappropriately categorized. For 
example, the restructuring of the 
ophthalmic APCs has resulted in the 
consolidation of cornea procedures 
within one of the restructured APCs, 
and the procedures are no longer 
assigned to a separate classification 
grouping based on the previous APC 
configurations. The commenters pointed 
out that the major cornea transplant 
codes have been reassigned to 
restructured APC 0673 (Level III 
Intraocular Procedures), along with 
procedures that treat glaucoma and 
retina conditions. The commenters 
further explained that the equipment 
used for these services when performed 
in alternative settings and the depths of 
the condition of the eye and the 
appropriate treatments vastly differ, as 
does the time and other resources 
necessary to perform these types of 
surgeries. As a result, the commenters 
believed that additional APCs are 
needed to appropriately categorize 
ophthalmic procedures based on 
clinical homogeneity and resource 
consumption. The commenters also 
requested the opportunity to work with 
CMS to make appropriate adjustments 
to the restructured ophthalmic APC 
groupings to ensure clinical coherence 
and to minimize payment variances for 
these procedures. 

Response: Consistent with CMS’ 
statutory requirement under section 
1833(t)(9) of the Act to review and 
revise APC assignments annually and to 
construct the most appropriate APC 
groupings, as well as, to the extent 
desirable, correct any 2 times rule 
violations, we evaluated the resource 
consumption and clinical coherence 
associated with the ophthalmic APCs 
for the CY 2015 update. Based on our 
analysis of the latest hospital outpatient 
claims data used for this final rule with 
comment period and understanding of 
the clinical aspects of these procedures, 


we believe that the restructured and 
consolidated ophthalmic APCs more 
appropriately group these 
ophthalmology-related services 
according to their current resource 
costs, as well as their clinical 
characteristics. The former ophthalmic 
procedures APC structure unnecessarily 
separated, from a clinical and resource 
similarity prospective, ophthalmic 
procedures based on disease state or 
traditional subdivisions within 
ophthalmic surgery. APC groupings 
were never intended to precisely track 
traditional ophthalmology subspecialty 
divisions, such as cornea surgery, retina 
surgery, or glaucoma surgery, as the 
commenters suggested. We also believe 
that larger APC groupings are more 
consistent with a prospective payment 
system than smaller groupings. We note 
that we regularly accept meetings from 
interested parties throughout the year, 
and we encourage stakeholders to 
continue a dialogue with us during the 
rulemaking cycle and throughout the 
year on our continuing efforts to 
improve the coherence of the OPPS APC 
groupings. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to restructure and 
consolidate the ophthalmic APCs. Table 
22 below shows the final 
ophthalmology-related APCs and their 
status indicator assignments for CY 
2015. The final payment rates for these 
APCs can be found in Addendum B to 
this CY 2015 OPPS/ASC final rule with 
comment period (which is available via 
the Internet on the CMS Web site). We 
also remind the public that we review 
the OPPS and APC structures and 
assignments annually and may propose 
additional restructurings of the APCs 
and procedure code assignments for 
other clinical areas and APC groupings 
in CY 2016 and future rulemakings. 


TABLE 22—FINAL CY 2015 APC ASSIGNMENTS FOR THE OPHTHALMIC PROCEDURES AND SERVICES 


Sena On 
Final CY 


Final CY 2015 APC title description 


2015 status 
indicator 


a a a a ag a 





Final CY 2015 APC 
CAE ian akcsosenanccnntsccaanesszexs Level | Eye Tests & Treatments 
CRIN osc casscetunercnensaneguacecanas Level Ill Eye Tests & Treatments 
sence erate ccadevctwaicies Level Il Intraocular Procedures 
Ce iets cs iraselantvaseicots 
EN oS isrsc to vacacsenddovanpeansads 
CREAR ceca sada ceo denannensaneee 
ee is sis ese cicermnnaniees 
WRU cass sleetecisteazeuaiesiaasts Laser Eye Procedures 
CE ies oe sta Cardeesncetetecteeaes Level | Intraocular Procedures 
TONER ssc dc axaecensancvroxouousves: Level IV Intraocular Procedures 
CRN oi ss eces daaicacuayauaatdictacens Level V Intraocular Procedures 
0673 Level Ill Intraocular Procedures 


Level | Extraocular, Repair, and Plastic Eye Procedures 

Level Il Extraocular, Repair, and Plastic Eye Procedures 
Level IIl Extraocular, Repair, and Plastic Eye Procedures 
Level IV Extraocular, Repair, and Plastic Eye Procedures 
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TABLE 22—FINAL CY 2015 APC ASSIGNMENTS FOR THE OPHTHALMIC PROCEDURES AND SERVICES—Continued 








Final CY 2015 APC 


6. Imaging 


a. Echocardiography Services Without 
Contrast (APCs 0269, 0270, and 0697) 


We proposed to continue to use for 
the CY 2015 update the three APCs that 
describe echocardiography services 
without contrast, APC 0697 (Level I 
Echocardiogram Without Contrast), APC 
0269 (Level II Echocardiogram Without 
Contrast), and APC 0270 (Level III 
Echocardiogram Without Contrast), and 
to maintain the CY 2014 HCPCS code 
assignments for these APCs. 

Comment: One commenter requested 
that CMS reexamine the services 
assigned to the APCs for 
echocardiography services without 
contrast. In particular, the commenter 
requested that CMS reassign CPT codes 
76825 (Echocardiography, fetal, 
cardiovascular system, real time with 
image documentation (2D), with or 
without M-mode recording); and 76826 
(Echocardiography, fetal, cardiovascular 
system, real time with image 
documentation (2D), with or without M- 
mode recording; follow-up or repeat 
study) from APC 0697 to APC 0269 
based on the clinical and resource 
similarities to the other 
echocardiography procedures assigned 
to APC 0269. 

Response: Based on our review of the 
latest hospital outpatient claims data 
available for this final rule with 
comment period, we agree with the 
commenter that CPT codes 76825 and 
76826 should be reassigned to APC 
0269, which more appropriately 
supports the clinical and resource 
homogeneity of the APCs rather than 
reassigning the procedure codes to APC 
0697. The geometric mean cost of CPT 
code 76825 is approximately $384, and 
the geometric mean cost of CPT code 
76826 is approximately $285. These 
costs are sufficiently close to the 
geometric mean cost of CPT code 93306 
(Echocardiography, transthoracic, real 
time with image documentation (2D), 
includes M-mode recording, when 
performed, complete, with spectral 
Doppler echocardiography, and with 
color flow Doppler echocardiography), 
which is approximately $430. CPT code 
93306 comprises 93 percent of the 
service volume within APC 0269. By 
reassigning CPT codes 76825 and 76826 
to APC 0269, only one procedure code 


Level Il Eye Tests & Treatments 


Final CY 2015 APC title description 


would remain in APC 0697. Therefore, 
we also are reassigning CPT code 93308 
(Echocardiography, transthoracic, real 
time with image documentation (2D), 
includes M-mode recording, when 
performed, follow-up or limited study) 
from APC 0697 to APC 0267 (Level III 
Diagnostic and Screening Ultrasound) 
for CY 2015. We are deleting APC 0697 
for the CY 2015 OPPS update because 
all of the procedure codes previously 
assigned to APC 0697 have been 
reassigned to more appropriate APCs to 
ensure adequate payment for the 
services provided and the clinical and 
resource homogeneity of APCs. 


b. Optical Coherence Tomography 
(OCT) Procedures of the Breast 


For the July 2014 quarterly update, 
the CPT Editorial Panel established four 
new Category III CPT codes to describe 
optical coherence tomography (OCT) 
procedures of the breast: CPT code 
0351T (Optical coherence tomography 
of breast or axillary lymph node, 
excised tissue, each specimen; real time 
intraoperative); CPT code 0352T 
(Optical coherence tomography of breast 
or axillary lymph node, excised tissue, 
each specimen; interpretation and 
report, real time or referred); CPT code 
0353T (Optical coherence tomography 
of breast, surgical cavity; real time 
intraoperative); and CPT code 0354T 
(Optical coherence tomography of 
breast, surgical cavity; interpretation 
and report, real time or referred). As 
listed in Table 17 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40976), we 
proposed to assign CPT codes 0351T 
and 0353T to OPPS status indicator ‘“N”’ 
(paid under OPPS; payment is packaged 
into payment for other services; there is 
no separate APC payment), and CPT 
codes 0352T and 0354T to OPPS status 
indicator ‘‘B’’ (codes that are not 
recognized by OPPS when submitted on 
an outpatient hospital Part B bill type 
(12x and 13x)). 

Comment: Some commenters 
expressed concern regarding CMS’ 
proposal to assign CPT codes 0351T and 
0353T to OPPS status indicator ‘““N”’ and 
noted that both procedures describe 
independent, unique services and 
should be assigned to specific APCs. 
The commenters recommended 
assigning CPT codes 0351T and 0353T 
to any one of the following APCs: APC 











Final CY 
2015 status 
indicator 





0028 (Level I Breast and Skin Surgery), 
which had a proposed payment rate of 
approximately $2,176; APC 0029 (Level 
I] Breast and Skin Surgery), which had 
a proposed payment rate of 
approximately $3,018; or APC 0030 
(Level III Breast and Skin Surgery), 
which had a proposed payment rate of 
approximately $4,150. 

Response: Consistent with our 
packaging policy for intraoperative 
procedures, we proposed to assign CPT 
codes 0351T and 0353T to OPPS status 
indicator ‘‘N” because both procedure 
codes describe supportive dependent 
services that are performed during 
independent procedures. As clarified in 
the CY 2008 OPPS final rule with 
comment period (72 FR 66627), we 
define “intraoperative” procedures as 
services that are provided during and, 
therefore, on the same date of service as 
another procedure that is separately 
payable under the OPPS. We further 
define intraoperative as services that 
support the performance of an 
independent procedure and are 
provided in the same operative session 
as the independent procedure. Both of 
the procedures described by CPT codes 
0351T and 0353T must always be 
performed in conjunction with another 
procedure; specifically, the surgical 
procedure is performed followed by the 
breast OCT to improve the surgical 
outcome. We believe that these 
procedure codes clearly describe 
services that conform to the definition 
of “intraoperative” procedures. For 
further information on our policy for 
intraoperative services under the 
hospital OPPS, we refer readers to the 
CY 2008 OPPS final rule with comment 
period (72 FR 66627 through 66630). 

In summary, we believe that CPT 
codes 0351T and 0353T are procedures 
that support the performance of an 
independent procedure and are 
provided in the same operative session 
as the independent procedure. 
Specifically, we believe that both 
procedures are provided during and, 
therefore, on the same date of service as 
another procedure that is separately 
payable under the OPPS. In addition, 
we believe that CPT codes 0351T and 
0353T are always integral to, and 
dependent upon, the independent 
procedure that they support. Therefore, 
payment for these services will be 
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packaged because the procedures would 
generally be performed on the same date 
as another procedure that is separately 
payable under the OPPS. After 
consideration of the public comments 
we received, we are finalizing our 
proposals to assign CPT codes 0351T 
and 0353T to OPPS status indicator ‘‘N”’ 
and CPT codes 0352T and 0354T to 
OPPS status indicator ‘‘B”’ for CY 2015. 


c. Parathyroid Planar Imaging (APCs 
0263, 0317, 0406, and 0414) 


For CY 2015, we proposed to assign 
CPT code 78071 (Parathyroid planar 
imaging (including subtraction, when 
performed); with tomographic (SPECT)) 
to APC 0263 (Level I Miscellaneous 
Radiology Procedures), for which we 
proposed a CY 2015 geometric mean 
cost of approximately $357. We also 
proposed to assign CPT code 78072 
(Parathyroid planar imaging (including 
subtraction, when performed); with 
tomographic (SPECT), and concurrently 
acquired computed tomography (CT) for 
anatomical localization) to APC 0317 
(Level II Miscellaneous Radiology 
Procedures), for which we proposed a 
CY 2015 geometric mean cost of 
approximately $577. In addition, we 
proposed to change the status indicators 
for CPT codes 78071 and 78072 from 
-— eR 

Comment: Commenters agreed with 
CMS’ proposal to assign CPT codes 
78071 and 78072 to status indicator “S,” 
but opposed the proposal to assign CPT 
code 78071 to APC 0263. The 
commenters believed that CPT codes 
78071 and 78072 should be assigned to 
the nuclear medicine APCs instead of 
the radiology APCs because the nuclear 
medicine APCs are more representative 
of the resources utilized in the 
performance of these procedures. The 
commenters suggested that CMS assign 
CPT codes 78071 and 78072 to either 
APC 0414 (Level II Tumor/Infection 
Imaging) or 0408 (Level III Tumor/ 
Infection Imaging). 

Response: We agree with the 
commenters that the resources utilized 
in the performance of the procedures 
described by CPT codes 78071 and 
78072 are more comparable to the 
procedures assigned to the nuclear 
medicine APCs. However, we do not 
agree with the commenters that CPT 
codes 78071 and 78072 are more 
appropriately assigned to either APC 
0408 or APC 0414. We believe that APC 
0406 (Level I Tumor/Infection Imaging) 
is the most appropriate APC assignment 
for CPT codes 78071 and 78072 because 
the procedures currently assigned to 
APC 0406 are similar to the procedures 
described by CPT codes 78071 and 
78072 in clinical nature and resource 


utilization. The final CY 2015 APC 
geometric mean costs of approximately 
$362 for CPT code 78071 and 
approximately $427 for CPT code 78072 
are similar to the geometric mean costs 
of the significant procedures assigned to 
APC 0406, which range between 
approximately $307 and approximately 
$427. 

After consideration of the public 
comments we received, we are not 
finalizing our CY 2015 proposal to 
assign CPT codes 78071 and 78072 to 
APCs 0263 and 0317, respectively. 
Instead, based on consideration of the 
public comments we received, for CY 
2015, we are assigning CPT codes 78071 
and 78072 to APC 0406, which has a 
final CY 2015 APC geometric mean cost 
of approximately $391. 


7. Radiology Oncology 


a. Proton Beam Therapy and 
Magnetoencephalography (MEG) 
Services (APCs 0065, 0412, 0446, 0664, 
and 0667) 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40989), we proposed several 
changes to the radiation therapy APCs 
for CY 2015. To correct a violation of 
the 2 times rule within APC 0664 (Level 
] Proton Beam Radiation Therapy), we 
proposed to reassign CPT code 77520 
from APC 0664 to APC 0412 (Level III 
Radiation Therapy). We believe that 
CPT code 77520 is both clinically 
similar and comparable in geometric 
mean cost to the other services assigned 
to APC 0412. We also proposed to 
reassign CPT code 77522 from APC 
0664 to proposed newly renamed APC 
0667 (Level IV Radiation Therapy) 
because we believe that the procedure 
described by CPT code 77522 is both 
clinically similar and comparable in 
geometric mean cost to the other 
services assigned to APC 0667. Because 
there would be no other codes assigned 
to APC 0664 if these proposed 
reassignments are finalized, we also 
proposed to delete APC 0664 for CY 
2015 (79 FR 40989). In addition, we 
proposed to rename existing APC 0667 
to “Level IV Radiation Therapy” 
(instead of using the existing title of 
“Level II Proton Beam Radiation 
Therapy”’), to make the title consistent 
with other APCs in the radiation 
therapy series. In conjunction with this 
proposed change, we proposed to 
reassign the following three services to 
proposed newly renamed APC 0667 for 
CY 2015: CPT codes 77522, 77523, and 
77525. 

Comment: Commenters generally 
supported CMS’ proposals regarding the 
radiation therapy APCs, with one 
exception. The commenters supported 


the proposal to reassign CPT code 77520 
from APC 0664 to APC 0412. However, 
the commenters expressed concern 
regarding the proposal to reassign CPT 
code 77522 from APC 0664 to proposed 
newly renamed APC 0667. Commenters 
disagreed with CMS’ determination that 
the procedure described by CPT code 
77522 is clinically similar and 
comparable in geometric mean cost to 
the other services assigned to APC 0667 
in 2014, specifically the procedures 
described by CPT codes 77523 and 
77525. The commenters recommended 
that CMS maintain the assignment of 
CPT code 77522 to APC 0664 and not 
delete the classification grouping, which 
would result in CPT code 77522 being 
the only service assigned to this APC. 


Response: We appreciate the 
commenters’ support for our proposals 
regarding the radiation therapy APCs, 
specifically our proposal to reassign 
CPT code 77520 from APC 0664 to APC 
0412. In regard to the proposed 
reassignment of CPT code 77522 from 
APC 0664 to APC 0667, we disagree 
with the commenters for the following 
reasons. The three CPT codes, 77522, 
77523, and 77525, are similar clinically. 
All three of these CPT codes describe 
procedures that involve proton beam 
therapy delivery services with a 
continuum of complexity. The 
procedure described by CPT code 77520 
is the least complex. The procedure 
described by CPT code 77522 is more 
complex than the procedure described 
by CPT code 77520, and the procedure 
described by CPT code 77523 is more 
complex than the procedure described 
by CPT code 77522. The procedure 
described by CPT code 77525 is the 
most complex procedure of the series 
proposed to be reassigned to APC 0667. 
We proposed to reassign CPT code 
77520 from APC 0664 to APC 0412 
because of the resource comparability 
with respect to the other procedures 
involving proton beam therapy delivery 
services assigned to APC 0412, not 
based on the clinical dissimilarity with 
respect to the procedures assigned to 
APC 0664. In regard to the remaining 
three procedures involving proton beam 
therapy delivery services (the 
procedures described by CPT codes 
77522, 77523, and 77525), we believe 
that these procedures are clinically 
similar, but each has a slightly varying 
level of complexity relative to the 
others. The proposed configuration of 
APC 0667 only contains the three 
proton beam therapy delivery services 
described by CPT codes 77522, 77523, 
and 77525, and does not include any 
other service codes. APC 0667 is the 
most clinically homogeneous APC 
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under the OPPS to assign these services 
that would ensure adequate payment, 
with the exception of single service 
APCs. With regard to the resource 
comparability of the procedures 
described by CPT codes 77522, 77523 
and 77525, the lowest geometric mean 
cost among these procedures is 
associated with the procedure described 
by CPT code 77522, which is 
approximately $1,033, and the highest 
geometric mean cost is associated with 
the procedure described by CPT code 
77525, which is approximately $1,244. 
The statutory prong that dictates when 
resources become dissimilar between 
two services is the 2 times rule. Based 
on the limitations imposed by the 2 
times rule, the highest cost significant 
service assigned to an APC cannot 
exceed the lowest cost by greater than 
two times. In this case, the geometric 
mean cost of the procedure described by 
CPT code 77525 is only 1.2 times the 
geometric mean cost of the procedure 
described by CPT code 77522, which is 
well within the 2 times limit. Therefore, 
we determined that the resource 
similarity among the services proposed 
to be reassigned to APC 0667 is 
comparable. In addition, we generally 
prefer to assign procedures to the most 
appropriate APC that would ensure 
adequate payment, as opposed to using 
single-service APCs, which the 
commenters recommended for the 
procedure described by CPT code 
77522, unless no other reasonable 
options exist, because single-service 
APCs are more consistent with a fee 
schedule than a prospective payment 
system. 

Therefore, we are finalizing the 
following proposals affecting the proton 
beam therapy services for CY 2015: (1) 
We are reassigning CPT code 77520 
from APC 0664 to APC 0412; (2) we are 
reassigning CPT code 77522 from 0664 
to APC 0667;(3) we are reassigning CPT 
codes 77523 and 77525 to APC 0667; (4) 
we are deleting APC 0664; and (5) we 
are renaming APC 0667 to ‘‘Level IV 
Radiation Therapy.” 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40989), we also proposed to 
delete APC 0065 (IORT, MRgFUS, and 
MEG) because we proposed to reassign 
the services assigned to this APC to 
more appropriate APCs based on 
clinical similarities and comparable 
geometric mean cost. With respect to 
MEG services, we proposed to reassign 
the MEG CPT codes 95965 and 95966 
from APC 0065 to APC 0446 (Level IV 
Nerve and Muscle Services), which 
would only contain MEG services. 

Comment: One commenter applauded 
CMS for the establishment of new APC 
0446, the APC to which the MEG 





procedures are proposed to be 
reassigned. The commenter believed 
that the reassignment of CPT codes 
95965 and 95966 would produce more 
accurate data related to MEG usage. 
Alternatively, one commenter expressed 
concern that the current proposal does 
not adequately cover the costs 
associated with providing MEG services, 
and urged CMS to work with hospitals 
and other stakeholders to ensure that 
HOPDs submit claims correctly to 
capture the full costs of providing these 
services. 

Response: Based on our analysis of 
the latest hospital outpatient claims data 
used for this final rule with comment 
period, we believe that the 
establishment of APC 0446 is necessary 
to ensure clinical and resource 
homogeneity and adequate payment for 
MEG services. Therefore, after 
consideration of the public comments 
we received, we are finalizing our CY 
2015 proposal without modification. As 
we do every year, we will review our 
claims data for these services for the CY 
2016 OPPS rulemaking. 

b. Stereotactic Radiosurgery Services 
(SRS) and Magnetic Resonance Image 
Guided Focused Ultrasound (MRgFUS) 
(APC 0066) 

For CY 2015, for SRS, we proposed to 
continue to assign CPT code 77373 
(Stereotactic body radiation therapy, 
treatment delivery, per fraction to 1 or 
more lesions, including image guidance, 
entire course not to exceed 5 fractions) 
to APC 0066, with a proposed payment 
rate of approximately $1,893. We also 
proposed to rename APC 0066 from 
“Level I Stereotactic Radiosurgery” to 
“Level V Radiation Therapy” (79 FR 
40989). 

In addition, we proposed to continue 
to assign CPT codes 77371 (Radiation 
treatment delivery, stereotactic 
radiosurgery (SRS), complete course of 
treatment of cranial lesion(s) consisting 
of 1 session; multi-source cobalt 60 
based) and 77372 (Radiation treatment 
delivery, stereotactic radiosurgery 
(SRS), complete course of treatment of 
cranial lesion(s) consisting of 1 session; 
linear accelerator based) to APC 0067 
(Single Session Cranial Stereotactic 
Radiosurgery), with a proposed payment 
rate of approximately $9,768. We also 
proposed to rename APC 0067 from 
“Level II Stereotactic Radiosurgery”’ to 
‘Single Session Cranial Stereotactic 
Radiosurgery,” which we proposed as a 
C-APC. For further discussion regarding 
C-APCs and SRS CPT codes 77371 and 
77372 assigned to C-APC 0067, we refer 
readers to section II.A.2.e. of this final 
rule with comment period. 

Comment: Several commenters 
requested that CMS reinstate the use of 


SRS G-codes because the SRS CPT 
codes do not accurately describe current 
clinical practices or adequately cover 
the cost of providing fractionated linac- 
based SRS. 

Response: For the CY 2014 update, we 
finalized our proposal to adopt the full 
range of SRS CPT codes and to 
discontinue the use of the remaining 
SRS G-codes under the OPPS. HOPDs 
must use and report SRS CPT codes 
77371, 77372, and 77371 to describe the 
delivery of stereotactic radiosurgery 
treatment services under the OPPS. For 
a full discussion of this issue, we refer 
readers to the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 74989 
through 749995). In addition, for the CY 
2015 update, HCPCS code G0173 
(Linear accelerator based stereotactic 
radiosurgery, complete course of 
therapy in one session), and HCPCS 
code G0251 ((Linear accelerator based 
stereotactic radiosurgery, delivery 
including collimator changes and 
custom plugging, fractionated treatment, 
all lesions, per session, maximum five 
sessions per course of treatment)) will 
be deleted, effective December 31, 2014, 
because these codes will no longer be 
used under the MPFS. However, HCPCS 
code G0339 (Image-guided robotic linear 
accelerator-based stereotactic 
radiosurgery, complete course of 
therapy in one session or first session of 
fractionated treatment) and HCPCS code 
G0340 (Image-guided robotic linear 
accelerator-based stereotactic 
radiosurgery, delivery including 
collimator changes and custom 
plugging, fractionated treatment, all 
lesions, per session, second through 
fifth sessions, maximum five sessions 
per course of treatment) will continue to 
be used under the MPFS and, therefore, 
will continue to be active codes for the 
CY 2015 MPFS update. However, 
HCPCS codes G0339 and G0340 will not 
be active codes for the CY 2015 OPPS 
update. Instead, HOPDs must use and 
report SRS CPT codes 77371, 77372, 
and 77373 to describe the delivery of 
stereotactic radiosurgery treatment 
services under the OPPS. 

Comment: Many commenters 
requested that CMS reassign HCPCS 
code G0251 to a different APC to resolve 
a violation of the 2 times rule within 
APC 0066. Several commenters 
recommended excluding the claims data 
for HCPCS code G0251 prior to 
determining the final payment rate for 
APC 0066. The commenters indicated 
that HCPCS code G0251 is used most 
often for fractionated cranial SRS, not 
for stereotactic body radiation therapy 
(SBRT), as described by CPT code 
77373. 
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Response: Both HCPCS code G0251 
and CPT code 77373 describe 
fractionated cranial stereotactic 
radiosurgery services that involve 
between 2 and 5 fractions of treatment. 
Single-session cranial SRS are reported 
using either CPT code 77371 or 77372. 
Based on the code descriptor, we 
believe that the service described by 
HCPCS code G0251 is appropriately 
crosswalked to the service described by 
CPT code 77373. We explained the code 
crosswalk in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
74991). 

We note that, under the OPPS, we 
may make exceptions to the 2 times rule 
in unusual cases, such as low-volume 
items or services. For the CY 2015 
update (taking into consideration the 
APC changes that we proposed for CY 
2015), we reviewed all of the APCs to 
determine which APCs would not 
satisfy the requirement of the 2 times 
rule. In the case of APC 0066, we 
believe that it is necessary to make an 
exception to the 2 times rule for this 
APC because the three G-codes that 
caused the violation of the 2 times rule 
to occur have been crosswalked to CPT 
code 77373. We expect to have claims 
data for only CPT code 77373 available 
for the CY 2016 rulemaking. At that 
time, we will reevaluate the APC 
assignments for all of the SRS CPT 
codes. 

In addition to our proposal to 
continue to assign SRS CPT code 77373 
to APC 0066, we proposed to assign all 
four of the MRgFUS procedures to APC 
0066 because in the past MRgFUS 
services were assigned to the same APC 
as some of the former SRS G-codes for 
fractionated linac-based SRS. 
Specifically, for CY 2015, we proposed 
to reassign HCPCS codes 0071T 
(Focused ultrasound ablation of uterine 
leiomyomata, including mr guidance; 
total leiomyomata volume less than 200 
cc of tissue), 0072T (Focused ultrasound 
ablation of uterine leiomyomata, 
including mr guidance; total 
leiomyomata volume greater or equal to 
200 cc of tissue), C9734 (Focused 
ultrasound ablation/therapeutic 
intervention, other than uterine 
leiomyomata, with magnetic resonance 
(mr) guidance), and 0301T (Destruction/ 
reduction of malignant breast tumor 
with externally applied focused 
microwave, including interstitial 
placement of disposable catheter with 
combined temperature monitoring probe 
and microwave focusing sensocatheter 
under ultrasound thermotherapy 
guidance) from APC 0065 (IORT, 
MRgFUS, and MEG) to APC 0066. We 
proposed to delete APC 0065 for CY 
2015. 


Comment: Several commenters stated 
that the proposed payment rate for APC 
0066 of approximately $1,893 does not 
adequately reflect the level of resources 
required to perform MRgFUS 
procedures. Instead, the commenters 
believed that the MRgFUS procedures 
are similar to the stereotactic 
radiosurgery procedures that are 
assigned to C-APC 0067 in terms of 
treatment set-up, delivery of radiation, 
and post-procedure recovery. The 
commenters further believed that the 
MRgFUS procedures would be more 
appropriately assigned to a C-APC from 
a Clinical and resource perspective. The 
commenters explained that certain 
procedures are commonly reported in 
conjunction with MRgFUS procedures, 
similar to stereotactic radiosurgery 
procedures. Therefore, the commenters 
recommended that CMS reassign the 
MRgFUS procedures to C-APC 0067. 

Response: CPT codes 0071T and 


0072T became effective January 1, 2005. 


CPT code 0301T became effective 
January 1, 2012. HCPCS code C9734 
became effective April 1, 2013. 
Currently, we do not have any single 
claims reporting any of the four 
MRgFUS procedures. However, because 
we are deleting APC 0065, we believe 
that reassigning these procedures to 
APC 0066 for the CY 2015 update is 
more appropriate because, in the past, 
MRgFUS services were assigned to the 
same APC as some of the former 
fractionated linac-based SRS G-codes. 
We also believe that the MRgFUS 
procedures are clinically dissimilar to 
single-session cranial SRS because 
MRgFUS procedures may involve more 
than one treatment session. However, 
we will review and consider the 
comments related to C-APC 0067 in a 
future annual update. 

After consideration of the public 
comments we received, we are 
finalizing our proposal without 
modification. Specifically, for SRS CPT 
code 77373, we are finalizing our 
proposal to continue to assign this code 
to APC 0066 for the CY 2015 update. In 
addition, we are finalizing our proposal 
to reassign MRgFUS HCPCS codes 
0071T, 0072T, 0301T, and C9734 from 
APC 0065 to APC 0066 for CY 2015. We 
are deleting APC 0065 for CY 2015. 
Because we are deleting APC 0065, we 
are renaming APC 0066 from “Level I 
Stereotactic Radiosurgery”’ to “Level V 
Radiation Therapy.”’ The final payment 
rates for SRS CPT code 77373 and 
MRgFUS HCPCS codes 0071T, 0072T, 
0301T, and C9734 can be found in 
Addendum B to this final rule with 
comment period, which is available via 
the Internet on the CMS Web site. 


8. Respiratory Services: Level II 
Endoscopy Lower Airway (APC 0415) 


In the CY 2015 OPPS/ASC proposed 
rule, we proposed to continue the APC 
assignment of the procedure codes that 
have been historically assigned to APC 
0415 (Level Il Endoscopy Lower 
Airway). Commenters responding to the 
CY 2014 OPPS/ASC proposed rule had 
recommended that CMS split the 
procedure codes assigned to APC 0415 
into two levels of lower airway 
endoscopy APCs. We did not split APC 
0415 into two levels for CY 2014, as the 
commenters suggested, because the 
geometric mean costs would have been 
based on a relatively low volume of 
single frequency claims and would have 
potentially effectuated APC and cost 
volatility (78 FR 74996). In the CY 2015 
OPPS/ASC proposed rule, we did not 
propose any changes to the composition 
of APC 0415. There were not any 
violations of the 2 times rule for the 
services assigned to APC 0415 based on 
claims data available for the proposed 
rule. The proposed geometric mean cost 
of APC 0415 was ee $2,368. 

Comment: Several commenters 
recommended that CMS create a Level 
III Lower Airway Endoscopy APC and 
assign the procedure codes currently 
assigned and proposed for continued 
assignment to APC 0415 to this newly 
created APC based on geometric mean 
costs, procedure complexity, and 
clinical similarity. Specifically, one 
commenter recommended that CMS 
assign CPT code 31647 (Bronchoscopy, 
rigid or flexible, including fluoroscopic 
guidance, when performed; with 
balloon occlusion, when performed, 
assessment of air leak, airway sizing, 
and insertion of bronchial valve(s), 
initial lobe) to the recommended Level 
Ill APC. Another commenter 
recommended that CMS assign CPT 
code 31626 (Bronchoscopy, rigid or 
flexible, including fluoroscopic 
guidance, when performed; with 
placement of fiducial markers, single or 
multiple) to the recommended Level III 
APC. One commenter recommended 
that seven specific procedure codes be 
assigned to the newly created Level Ill 
APC, namely: CPT codes 31634 
(Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with balloon occlusion, with 
assessment of air leak, with 
administration of occlusive substance 
(eg, fibrin glue), if performed), 31638 
(Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with revision of tracheal or 
bronchial stent inserted at previous 
session (includes tracheal/bronchial 
dilation as required)), 31626, 31631 
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(Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with placement of tracheal 
stent(s) (includes tracheal/bronchial 
dilation as required)), 31636 
(Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with placement of bronchial 
stent(s) (includes tracheal/bronchial 
dilation as required), initial bronchus), 
31660 (Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with bronchial 
thermoplasty, 1 lobe), and 31661 
(Bronchoscopy, rigid or flexible, 
including fluoroscopic guidance, when 
performed; with bronchial 
thermoplasty, 2 or more lobes). The 
commenters believed that a new Level 
III Lower Airway Endoscopy APC 
would more accurately reflect the costs 
of expensive lower airway procedures 
that utilize new technologies. 


Response: We believe that there is 
considerable clinical similarity in regard 
to the procedures assigned to APC 0415. 
All of the procedures are lower airway 
bronchoscopy procedures and are 
generally clinically more complex than 
the lower airway endoscopy procedures 
assigned to APC 0076 (Level I 
Endoscopy Lower Airway). We do not 
believe that the range of costs for the 
significant procedures assigned to APC 
0415 warrants the creation of a Level III 
lower airway endoscopy APC. The final 
rule geometric mean cost for APC 0415 
is approximately $2,341. Several of the 
procedures that the commenters 
recommended for assignment to the 
recommended Level III APC have final 
rule geometric mean costs comparable 
to the geometric mean cost of APC 0415. 
For CY 2015, CPT code 31634 has a 
final geometric mean cost of 
approximately $1,539; CPT code 31638 
has a final geometric mean cost of 
approximately $2,320; and CPT code 
31626 has a final geometric mean cost 
of approximately $2,897. The other CPT 
codes recommended by the commenters 
have somewhat higher approximate 
geometric mean costs, namely: CPT 
code 31631 (which has a geometric 
mean cost of approximately $3,488), 
CPT code 31661 (which has a geometric 
mean cost of approximately $3,789), 
CPT code 31660 (which has a geometric 
mean cost of approximately $3,840), and 
CPT code 31636 (which has a geometric 
mean cost of approximately $4,090). 
Assigning any of these procedures to 
APC 0415 does not create a violation of 
the 2 times rule when compared to the 
geometric mean cost of the lowest 
significant procedure assigned to this 
APC, CPT code 31629 (Bronchoscopy, 
rigid or flexible, including fluoroscopic 





guidance, when performed; with 
transbronchial needle aspiration 
biopsy(s), trachea, main stem and/or 
lobar bronchus(i)), which is 
approximately $2,186. Among the 
procedures discussed above, CPT codes 
31626 and 31660 describe the only 
significant procedures assigned to this 
APC and are the procedures that we 
would normally apply the 2 times rule 
provisions. There are not any violations 
of the 2 times rule in regard to these 
procedures’ costs. Although CPT code 
31647 has a considerably higher 
geometric mean cost of approximately 
$5,373 based on 11 single frequency 
claims, it is not a significant procedure. 
We would not reassign this procedure to 
another APC based on a violation of the 
2 times rule. Moreover, considering the 
final rule claims data for the five highest 
cost procedures assigned to APC 0415, 
the total number of single frequency 
claims is 649. The possible composition 
of a Level III lower airway endoscopy 
APC would still be based on a low 
volume of claims, similar to the low 
volume of claims in regard to the Level 
III lower airway endoscopy APC 
recommended by the commenters in CY 
2014. As we stated in the CY 2014 
OPPS/ASC final rule with comment 
period, a low-volume APC would 
contribute to the APC’s cost volatility, 
which in turn contributes to payment 
volatility for the procedures assigned to 
the low-volume APC (78 FR 74996). 
After consideration of the public 
comments we received regarding the 
composition of APC 0415, we are 
finalizing our proposal to continue the 
assignment of the procedure codes that 
have been historically assigned to APC 
0415 for CY 2015. However, for CY 
2016, we will explore possible changes 
to the lower airway endoscopy APCs as 
a part of our broader efforts to 
thoroughly review, revise, and 
consolidate APCs to improve both 
clinical and resource homogeneity. The 
CY 2015 final geometric mean cost of 
APC 0415 is approximately $2,341. 


9. Other Services 


a. Epidermal Autograft (APC 0327) 

In the CY 2014 OPPS/ASC final rule 
with comment period, we assigned CPT 
code 15110 to APC 0329 (Level IV Skin 
Repair), with a payment rate of 
approximately $2,260. The payment rate 
for CPT code 15110 was derived from 
the latest hospital outpatient claims data 
used for the CY 2014 ratesetting, which 
showed a geometric mean cost of 
approximately $2,174 based on 10 
single claims (out of 29 total claims). 

As stated in section III.B. of this final 
rule with comment period, we review, 
on an annual basis, the APC 


assignments for all services and items 
paid under the OPPS. Analysis of the 
latest hospital outpatient claims data 
available for the CY 2015 OPPS/ASC 
proposed rule showed a geometric mean 
cost for CPT code 15110 of 
approximately $774 based on 90 single 
claims (out of 122 total claims). 
Therefore, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40987), we 
proposed to reassign CPT code 15110 
from APC 0329 to APC 0327 (Level II 
Skin Procedures), which has a geometric 
mean cost of approximately $451. We 
believe that APC 0327 is the most 
appropriate APC assignment for CPT 
code 15110 when considering the 
similarities in relation to the other 
procedures assigned to this APC. 

In addition, we proposed to revise the 
APC titles for the four skin repair APCs 
(79 FR 40987). Specifically, we 
proposed to rename APC 0326 from 
“Level I Skin Repair” to “Level I Skin 
Procedures,” APC 0327 from ‘‘Level II 
Skin Repair’ to ‘Level II Skin 
Procedures,” APC 0328 from ‘‘Level III 
Skin Repair” to ‘‘Level III Skin 
Procedures,” and APC 0329 from “Level 
IV Skin Repair’ to “Level IV Skin 
Procedures.” 

Table 28 of the proposed rule (79 FR 
40987) showed the long descriptor, as 
well as the proposed CY 2015 APC and 
status indicator assignment for CPT 
code 15110. The proposed CY 2015 
payment rate for CPT code 15110 can be 
found in Addendum B to the proposed 
rule (which is available via the Internet 
on the CMS Web site). 

Comment: Several commenters 
requested that CMS reevaluate the 
claims data for CPT code 15110, and 
recommended that CMS not finalize the 
proposal to reassign the procedure code 
to APC 0327. The commenters stated 
that the procedure described by CPT 
code 15110 allows patients with chronic 
or non-healing wounds to recover much 
sooner and without the use of expensive 
surgical interventions, which has 
resulted in cost savings for hospitals, 
patients, and payers. Other commenters 
suggested that CMS reassign CPT code 
15110 to APC 0328 (Level III Skin 
Procedures), which has a proposed CY 
2015 payment rate of approximately 
$1,408. The commenters believed that 
APC 0328 has clinically similar 
procedures and is more comparable to 
the geometric mean costs of CPT code 
15110. Another commenter believed 
that the low volume of claims data for 
CPT code 15110 is attributable to 
providers and hospitals miscoding the 
performance of the service by not 
including the cost of the device. 

Response: We reviewed the historical 
claims data for CPT code 15110, dating 
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back to CY 2008, which is the first year 
that claims data for this code became 
available. As listed in Table 23 below, 
for CY 2008 through CY 2013, the 
payment rate for CPT code 15110 has 
ranged between $288.30 and $393.38 
based on a range of single claims 
between 3 and 8. In addition, for the CY 
2014 update, which was based on 
hospital outpatient claims data that 
were submitted between January 1, 
2012, and December 31, 2012, and 
processed on or before June 30, 2013, 
the payment rate for CPT code 15110 
was significantly higher (approximately 
$2,260.46) based on 10 single claims. 
However, as has been our practice since 
the implementation of the OPPS in 


2000, we review, on an annual basis, the 
APC assignments for the procedures and 
services paid under the OPPS. Based on 
the latest hospital outpatient claims data 
used for this final rule with comment 
period, our analysis does not support 
the continued assignment of CPT code 
15110 to APC 0329, which is the APC 

to which the procedure was assigned 
during CY 2014, or the suggested APC 
0328. We examined the latest hospital 
outpatient claims data for CPT code 
15110 for dates of service between 
January 1, 2013, and December 31, 2013, 
that were processed on or before June 
30, 2014. Our analysis of the claims data 
shows a geometric mean cost for CPT 
code 15110 of approximately $748 


based on 127 single claims (out of 165 
total claims). We do not believe that 
APC 0328 is the most appropriate APC 
assignment because the geometric mean 
cost for this APC is approximately 
$1,460, which is significantly higher 
than the geometric mean cost for CPT 
code 15110, which is approximately 
$748. Assigning CPT code 15110 to APC 
0328 would result in an overpayment 
for the service provided. We believe that 
APC 0327 is the most appropriate APC 
assignment for CPT code 15110 based 
on clinical homogeneity to the other 
skin-related procedures assigned to this 
APC. 


TABLE 23—HISTORICAL AND CURRENT OPPS CLAIMS AND PAYMENT INFORMATION FOR CPT CODE 15110 


Calendar 
(CY) 





Further, based on our analysis of the 
CY 2013 hospital outpatient claims data 
used for this final rule with comment 
period, we are unable to determine 
whether hospitals are miscoding claims 
reporting this service. For all APCs 
whose payment rates are based upon 
relative payment weights, we note that 
the quality and accuracy of reported 
units and charges influence the 
geometric mean costs that are the basis 
for our payment rates, especially for 
low-volume items and services. Beyond 
our standard OPPS trimming 
methodology (described in section 
I].A.2. of this final rule with comment 
period) that we apply to those claims 
that have passed various types of claims 
processing edits, it is not our general 
policy to determine the accuracy of 
hospital coding and charging practices 
for purposes of ratesetting (75 FR 
71838). We rely on hospitals to bill all 
HCPCS codes accurately in accordance 
with their code descriptors and CPT and 
CMS instructions, as applicable, and to 
report charges on claims and charges 
and costs on their Medicare hospital 
cost report appropriately. In addition, 
we do not specify the methodologies 
that hospitals must use to set charges for 
this or any other service. 

After consideration of the public 


comments we received, we are 
finalizing our proposal, without 


year os ey | Single claims | Total claims 
$288.30 3 16 
292.68 3 15 
299.19 8 22 
319.74 5 16 
344.98 4 19 
393.38 4 30 
2,260.46 10 29 
429.95 127 165 


modification, to reassign CPT code 
15110 to APC 0327 for CY 2015. The 
final payment rate for CPT code 15110 
can be found in Addendum B to this 
final rule with comment period, which 
is available via the Internet on the CMS 
Web site. 


b. Image-Guided Breast Biopsy 
Procedures and Image-Guided Abscess 
Drainage Procedures (APCs 0005 and 
0007) 


For the CY 2014 OPPS update, the 
AMA’s CPT Editorial Panel deleted the 
image-guided breast biopsy CPT codes 
19102 and 19103 and replaced these 
procedure codes with six new CPT 
codes that “bundled” payment for 
associated imaging services, effective 
January 1, 2014. As shown in Table 23 
of the proposed rule (79 FR 40983), CPT 
codes 19102 and 19103 described 
percutaneous image-guided breast 
biopsies using specific devices. 
Specifically, CPT code 19102 described 
a breast biopsy performed using a core 
needle, and CPT code 19103 described 
a breast biopsy performed using either 
a vacuum-assisted or rotating device. 

In CY 2013, to appropriately report 
the performance of an image-guided 
breast biopsy using a core needle, an 
automated vacuum-assisted device, or a 
rotating biopsy device, multiple 
procedure codes were required to 
identify the specific service performed. 





That is, a procedure code describing the 
device-related breast biopsy procedure 
was required to be reported in 
combination with the procedure code 
describing the localization device used 
during the procedures, as well as the 
specific image-guidance procedure 
codes describing the imaging service. 
Table 23 of the proposed rule showed 
how image-guided breast biopsy 
procedures were reported prior to CY 
2014. Table 23 of the proposed rule also 
showed the CY 2013 OPPS status 
indicators, APC assignments, and 
payment rates for the breast biopsy 
procedure codes, the localization 
devices used during the procedures, and 
the specific image-guidance procedure 
codes describing the imaging service. 
For the CY 2014 OPPS update, the 
AMA’s CPT Editorial Panel grouped the 
multiple procedures that describe these 
imaging services into single 
comprehensive service codes; 
specifically, CPT codes 19081, 19082, 
19083, 19084, 19085, and 19086. Table 
24 of the proposed rule showed the six 
new CPT codes that replaced obsolete 
CPT codes 19102 and 19103. These 
comprehensive breast biopsy procedure 
codes are differentiated based on the use 
of specific imaging-guidance devices— 
specifically imaging services performed 
using stereotactic guidance, ultrasound 
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guidance, or magnetic-resonance 
guidance. 

As has been our practice since the 
implementation of the OPPS in 2000, 
we review all new procedure codes 
before assigning the codes to an APC. 
Consistent with our longstanding policy 
for the treatment of new codes, we 
assigned these new replacement CPT 
codes to interim APCs for CY 2014. 
Based on our understanding of the 
resources required to furnish the service 
as defined in the code descriptor, as 
well as input from our medical advisors, 
we assigned replacement CPT codes 
19081, 19083, and 19085 to APC 0005 
(Level II Needle Biopsy/Aspiration 
Except Bone Marrow) for the CY 2014 
OPPS update. In addition, we assigned 
new CPT codes 19081, 19083, and 
19085 to comment indicator “NI” in 
Addendum B to the CY 2014 OPPS/ASC 
final rule with comment period (which 
is available via the CMS Web site) to 
indicate that the codes were new with 
an interim APC assignment that was 
subject to public comment. We note 
that, for the CY 2014 OPPS update, we 
finalized our policy to package all add- 
on codes (except those for drug 
administration), effective January 1, 
2014. Consequently, payment for 
replacement CPT codes 19082, 19084, 
and 19086, which describe add-on 
procedures, was packaged for CY 2014. 

At the Panel’s March 10, 2014 
meeting, one presenter requested that 
CMS reassign comprehensive CPT codes 
19081, 19083, and 19085 from APC 
0005 (Level II Needle Biopsy/Aspiration 
Except Bone Marrow), which has a CY 
2014 OPPS payment rate of $702.08, to 
APC 0037 (Level IV Needle Biopsy/ 
Aspiration Except Bone Marrow), which 
has a CY 2014 OPPS payment rate of 
$1,223.25. The presenter indicated that 
it is inappropriate to combine all of the 
new replacement CPT codes into one 
APC without regard for the imaging 
modality or device used to perform the 
procedure. The presenter also requested 
that CMS maintain the historic 
assignment of the predecessor CPT 
codes cost data until claims data 
become available for the new 
comprehensive CPT codes. The Panel 
agreed with the presenter and 
recommended that CMS reassign the 
new replacement comprehensive CPT 
codes, as the presenter suggested. 

In light of tee public presentation, the 
Panel’s recommendation, and our 
longstanding policy of reviewing, on an 
annual basis, the APC assignments for 
all services and items paid under the 
OPPS, we evaluated the geometric mean 
costs associated with all of the 
procedures assigned to the existing four 
needle biopsy APCs, specifically, APCs 


0004 (Level I Needle Biopsy/Aspiration 
Except Bone Marrow), 0005, 0685 (Level 
III Needle Biopsy/Aspiration Except 
Bone Marrow), and 0037. In the CY 
2015 OPPS/ASC proposed rule (79 FR 
40984), based on our review of the latest 
hospital outpatient claims data available 
for the proposed rule, we proposed to 
reassign all of the procedures assigned 
to APCs 0685 and 0037 to either APC 
0004 or APC 0005 based on clinical and 
resource homogeneity. If CMS finalizes 
this proposed revision, there would be 
no procedures assigned to APCs 0685 or 
0037. Therefore, in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40984), we 
proposed to delete APCs 0685 and 0037 


for CY 2015. 
Consequently, for the CY 2015 OPPS 


update, we proposed to only use two 
needle biopsy APCs, specifically, APCs 
0004 and 0005. The proposed 
reassignment of all of the procedures 
assigned to APCs 0685 and 0037 results 
in increased payment rates for both 
APCs 0004 and 0005. For CY 2015, the 
proposed payment rate for APC 0004 is 
approximately $494, which is 20 
percent higher than the CY 2014 OPPS 
payment rate of approximately $411. 
Similarly, the proposed payment rate for 
APC 0005 is approximately $1,062, 
which is 51 percent higher than the CY 
2014 OPPS payment rate of 
approximately $702. Therefore, we 
proposed to continue to assign CPT 
codes 19081, 19083, and 19085 to APC 
0005 for the CY 2015 OPPS update (79 
FR 40985). In addition, we proposed to 
continue to package payment for add-on 
CPT codes 19082, 19084, and 19086 
under the OPPS for CY 2015, consistent 
with our packaging policy for add-on 
codes that was implemented on January 
1, 2014. Because we proposed to delete 
APC 0037 we believe that the proposed 
increased payment rate for APC 0005 is 
consistent with the Panel’s 
recommendation to reassign CPT codes 
19081, 19083, and 19085 to an 
appropriate APC based on resource 
utilization and clinical coherence. 

Comment: Commenters supported 
CMS’ proposal to continue to assign 
CPT codes 19081, 19083, and 19085 to 
APC 0005. The commenters stated that 
the assignment of these CPT codes to 
APC 0005 is clinically coherent and 
more accurately captures the resource 
cost associated with providing these 
services when compared to the CY 2014 
APC assignment. 

Response: We appreciate the 
commenters’ support. 

Comment: Some commenters 
expressed concern regarding the 
inadequate payment for ancillary 
services associated with multiple 
biopsies that may be performed on the 


same date of service. The commenters 
indicated that patients sometimes 
present with multiple lesions, which 
requires a biopsy of each lesion. 
According to the commenters, prior to 
the establishment of the comprehensive 
CY 2014 breast biopsy CPT codes, 
hospitals would report each biopsy, 
imaging guidance, and marker or 
localization placements separately. The 
commenters requested that CMS 
provide guidance on how to report 
multiple biopsies performed on the 
same date of service. 

Response: We expect hospitals to 
report the performance of breast 
biopsies using the comprehensive breast 
biopsy CPT codes, consistent with the 
latest CPT coding guidelines. As stated 
in the CY 2014 CPT code book, image- 
guided breast biopsies, including the 
placement of localization devices when 
performed, are reported using the 
comprehensive breast biopsy CPT codes 
19081 through 19086. Image-guided 
placement of localization devices 
without the performance of a biopsy are 
required to be reported using CPT codes 
19281 through 19288. In addition, when 
more than one biopsy is performed 
using the same imaging modality, 
hospitals are required to report each 
biopsy using an add-on code. However, 
if more than one biopsy is performed 
using different imaging modalities, 
hospitals are required to report a 
separate primary code for each 
additional imaging modality. 

We note that it is extremely important 
that hospitals use all of the required 
HCPCS codes to report the performance 
of all services they furnish, consistent 
with the code descriptors, CPT and/or 
CMS instructions, and correct coding 
principles, whether payment for the 
services is made separately or packaged. 
The accuracy of the OPPS payment rates 
depends on the quality and 
completeness of the claims data that 
hospitals submit for the services they 
furnish to Medicare beneficiaries. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to continue to 
assign CPT codes 19081, 19083, and 
19085 to APC 0005 for CY 2015. In 
addition, we are finalizing our proposal 
to continue to package payment for add- 
on CPT codes 19082, 19084, and 19086 
under the OPPS for CY 2015, consistent 
with our packaging policy for add-on 
codes that was implemented on January 
1, 2014. Furthermore, we are finalizing 
our proposal to delete APC 0037 
because we believe that the proposed 
increased payment rate for APC 0005 is 
consistent with the Panel’s 
recommendation to reassign CPT codes 
19081, 19083, and 19085 to an 
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appropriate APC based on resource 
utilization and clinical coherence. Table 


24 below shows the final status 


TABLE 24—FINAL CY 2015 APCS TO WHICH IMAGE-GUIDED BREAST BIOPSY PROCEDURE CODES ARE ASSIGNED 


CPT Code 








Long descriptor 





Biopsy, breast, with placement of 
breast localization device(s) (eg, clip, 
metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; first 
lesion, including stereotactic guid- 
ance. 

Biopsy, breast, with placement of 
breast localization device(s) (eg, clip, 
metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; each 
additional lesion, including 
stereotactic guidance (List separately 
in addition to code for primary proce- 
dure). 

Biopsy, breast, with placement of 
breast localization device(s) (eg, clip, 
metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; first 
lesion, including ultrasound guidance. 

Biopsy, breast, with placement of 
breast localization device(s) (eg, clip, 
metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; each 
additional lesion, including ultrasound 
guidance (List separately in addition 
to code for primary procedure). 

Biopsy, breast, with placement of 
breast localization device(s) (eg, clip, 
metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; first 
lesion, including magnetic resonance 
guidance. 

Biopsy, breast, with placement of 

breast localization device(s) (eg, clip, 

metallic pellet), when performed, and 
imaging of the biopsy specimen, 
when performed, percutaneous; each 
additional lesion, including magnetic 
resonance guidance (List separately 
in addition to code for primary proce- 





CY 2014 SI 


indicators, APC assignments, and 
payment rates for the image-guided 


CY 2014 
APC 


N/A 


0005 


N/A 


0005 


N/A 


CY 2014 
Payment 


$702.08 T 


$702.08 T 














breast biopsy CPT codes 19081 through 
19086. 


Final CY 
2015 pay- 
ment 


Final CY 
2015 APC 


Final CY 
2015 SI 














0005 $1,052.22 


N/A N N/A N/A 


0005 1,052.22 


N/A N N/A N/A 


0005 1,052.22 


N/A N N/A N/A 











dure). 


In addition to the proposal to 
maintain the APC assignment of the 
breast biopsy comprehensive CPT codes 
to APC 0005, we also discussed in the 
CY 2015 OPPS/ASC proposed rule our 
proposal to reassign CPT code 10030 
from APC 0006 (Level I Incision & 
Drainage) to APC 0007 (Level II Incision 
and Drainage). We note that, for the CY 
2014 OPPS update, the AMA’s CPT 
Editorial Panel established CPT code 
10030 to report the bundled service of 
image-guided fluid collection drainage 
by catheter for percutaneous soft tissue, 
and CPT code 49407 to report the 


bundled service of image-guided fluid 
collection drainage by catheter for 
peritoneal, retroperitoneal, transvaginal 
or transrectal collections, effective 
January 1, 2014. As shown in Table 25 
of the CY 2015 OPPS/ASC proposed 
rule, which showed the long descriptors 
for CPT codes 10030 and 49407, and as 
listed in Addendum B to the CY 2014 
OPPS/ASC final rule with comment 
period, we assigned CPT code 10030 to 
APC 0006, with a payment rate of 
$159.66 and CPT code 49407 to APC 
0685, with a payment rate of $757.76. 
As listed in Addendum B to the CY 


2014 OPPS/ASC final rule with 
comment period, both procedure codes 
were assigned to comment indicator 
“NI” to indicate that the codes were 
new codes and assigned interim APC 
and status indicator assignments that 
were subject to public comment. 


At the Panel’s March 10, 2014 
meeting, one presenter requested that 
CMS reassign CPT codes 10030 and 
49407 from APC 0006 and APC 0685, 
respectively, to APC 0037 (Level IV 
Needle Biopsy/Aspiration Except Bone 
Marrow), which has a CY 2014 OPPS 
payment rate of $1,223.25. The 
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commenter noted that similar 
procedures also are assigned to APC 
0037. Specifically, the presenter 
indicated that all the image-guided fluid 
collection drainage procedures should 
be treated as one clinically cohesive 
group and assigned to APC 0037. The 
Panel agreed with the presenter and 
recommended that CMS reassign CPT 
code 49407 to APC 0037. However, the 
Panel did not agree with the presenter 
that CPT code 10030 would be more 
appropriately assigned to APC 0037. 
Rather, the Panel believed that the most 
appropriate APC assignment for CPT 
code 10030 would be APC 0007. We 
agreed with the Panel’s 
recommendation that CPT code 10030 
should be assigned to APC 0007. 
Therefore, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40986), we 
proposed to reassign CPT code 10030 
from APC 0006 to APC 0007 for the CY 
2015 OPPS update. In light of the 
Panel’s recommendation to reassign 
CPT code 49407 and the image-guided 
breast biopsy procedures to APC 0037 
and APC 0007, respectively, and our 
longstanding policy of reviewing, on an 
annual basis, the APC assignments for 
all services and items paid under the 
OPPS, we evaluated the geometric mean 
costs associated with the procedures 
assigned to the existing four needle 
biopsy APCs, as previously stated, and 
proposed to reassign the procedures 
assigned to APCs 0685 and 0037 to 
either APC 0004 or APC 0005 based on 
clinical and resource homogeneity and 
to delete APCs 0685 and 0037 for CY 
2015. Specifically, we proposed to 
reassign CPT code 49407 from APC 
0685 to APC 0005 for CY 2015, and to 
delete APCs 0037 and 0685. Table 25 of 
the proposed rule also showed the long 
descriptors for CPT codes 10030 and 
49407, and their proposed status 
indicator and APC assignments for the 
CY 2015 OPPS update. The proposed 
CY 2015 payment rate for CPT codes 
10030 and 49407 can be found in 
Addendum B to this CY 2015 OPPS/ 
ASC proposed rule (which is available 
via the Internet on the CMS Web site). 
Comment: Some commenters 
recommended that CMS reassign CPT 
code 10030 from APC 0006 to APC 
0005. The commenters stated that, 
according to an internal analysis, CPT 
code 10030 is comparable with respect 
to clinical and resource characteristics 
and costs to the other abscess drainage 
procedures assigned to APC 0005. 
Response: In light of the Panel’s 
recommendation to reassign the 
procedure to APC 0007 and because 
CPT code 10030 is a new code for CY 
2014, we are not accepting the 
commenters’ suggestion to assign this 


procedure to APC 0005. Rather, we are 
reassigning CPT code 10030 from APC 
0006 to APC 0007 for the CY 2015 OPPS 
update, as recommended by the Panel. 
We note that we will have CY 2014 
hospital claims data available for CPT 
codes 10030 and 49407 in preparation 
for the CY 2016 OPPS rulemaking. At 
that time, we will reevaluate the APC 
assignments for all the abscess drainage 


CPT codes. 
Therefore, after consideration of the 


public comments we received, we are 
finalizing our proposal, without 
modification, to reassign CPT code 
10030 from APC 0006 to APC 0007. In 
addition, we are finalizing our proposal 
to reassign the procedures assigned to 
APCs 0685 and 0037 to either APC 0004 
or APC 0005 based on clinical and 
resource homogeneity. Because there 
would be no other procedures assigned 
to APCs 0685 and 0037 as a result of 
this reassignment, we are finalizing our 
proposal to delete APCs 0685 and 0037 
for CY 2015. The final CY 2015 payment 
rate for CPT codes 10030 and 49407 can 
be found in Addendum B to this CY 
2015 OPPS/ASC final rule (which is 
available via the Internet on the CMS 
Web site). 


c. Negative Pressure Wound Therapy 
(NPWT) (APCs 0012, 0013, 0015 and 
0016) 


For CY 2015, we proposed to assign 
all of the NPWT services to APC 0015 
(Level II Debridement & Destruction), 
with a proposed payment rate of 
$141.66. We proposed to continue to 
assign CPT code 97606 (Negative 
pressure wound therapy (eg, vacuum 
assisted drainage collection), including 
topical application(s), wound 
assessment, and instruction(s) for 
ongoing care, per session; total 
wound(s) surface area greater than 50 
square centimeters) to APC 0015. In 
addition, for the CY 2015 OPPS update, 
we proposed to reassign CPT code 
97605 (Negative pressure wound 
therapy (eg, vacuum assisted drainage 
collection), including topical 
application(s), wound assessment, and 
instruction(s) for ongoing care, per 
session; total wound(s) surface area less 
than or equal to 50 square centimeters) 
from APC 0013 (Level II Debridement & 
Destruction), the APC to which the 
procedure is assigned for CY 2014, to 
APC 0015. As listed in Table 29 of the 
CY 2015 OPPS/ASC proposed rule (79 
FR 40916), we also proposed to reassign 
HCPCS codes G0456 (Negative pressure 
wound therapy (e.g. vacuum assisted 
drainage collection) using a 
mechanically-powered device, not 
durable medical equipment, including 
provision of cartridge and dressing(s), 


topical application(s), wound 
assessment, and instructions for ongoing 
care, per session; total wounds(s) 
surface area less than or equal to 50 
square centimeters) and G0457 
(Negative pressure wound therapy (e.g. 
vacuum assisted drainage collection) 
using a mechanically-powered device, 
not durable medical equipment, 
including provision of cartridge and 
dressing(s), topical application(s), 
wound assessment, and instructions for 
ongoing care, per session; total 
wounds(s) surface area greater than 50 
square centimeters) from APC 0016 
(Level III Debridement & Destruction) to 
APC 0015. 

We note that CPT codes 97605 and 
97606 became effective on January 1, 
2005, and describe the type of NPWT 
services that employ durable medical 
equipment (DME). Alternatively, HCPCS 
codes G0456 and G0457, which are 
relatively new codes that became 
effective on January 1, 2013, were 
established by CMS to provide a 
payment mechanism for NPWT services 
furnished using disposable supplies 
instead of DME. We proposed to 
maintain the assignment of status 
indicator ‘‘T” to these two codes. 

For the CY 2013 OPPS update, we 
assigned CPT code 97605 to APC 0013 
(Level II Debridement & Destruction), 
with a payment rate of $71.54 and CPT 
code 97606 to APC 0015 (Level III 
Debridement & Destruction), with a 
payment rate of $106.96. In addition, we 
assigned HCPCS codes G0456 and 
G0457 to APC 0016 (Level IV 
Debridement & Destruction), with a 
payment rate of $209.65. 

For the CY 2014 OPPS update, we 
continued to assign CPT code 97605 to 
APC 0013 and CPT code 97606 to APC 
0015. We also continued to assign 
HCPCS codes G0456 and G0457 to APC 
0016, with a payment rate of $274.81. 
We note that we stated in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75001) that some 
commenters requested the reassignment 
of HCPCS codes G0456 and G0457 toa 
higher paying APC, with a payment rate 
specifically ranging between $450 and 
$500. The commenters believed that a 
higher paying APC would be more 
reflective of the cost of providing NPWT 
services using disposable supplies. We 
further stated that because HCPCS codes 
G0456 and G0457 were new codes for 
the CY 2013 OPPS update, we expected 
to have claims data available for these 
codes during the CY 2015 rulemaking 
cycle and, at that time, we would 
reevaluate the APC assignments for 
these services in preparation for the CY 
2015 OPPS update. 
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For the CY 2015 OPPS update, we 
analyzed the latest hospital outpatient 
claims data available for the CY 2015 
OPPS/ASC proposed rule, which was 
based on claims submitted between 
January 1, 2013 and December 31, 2013, 
and processed on or before December 
31, 2013. The data indicated that the 
geometric mean cost of APC 0013 was 
comparable to the geometric mean cost 
of APC 0015. Therefore, in the CY 2015 
OPPS/ASC proposed rule (79 FR 40988), 
we proposed to combine these APCs by 
reassigning all of the procedures from 
APC 0013 to APC 0015; delete APC 
0013, and retain APC 0015 for the CY 
2015 OPPS update. In addition, we 
proposed to rename the Debridement 
and Destruction APC series (excluding 
APC 0012) as follows: APC 0015 (Level 
II Debridement and Destruction); APC 
0016 (Level II] Debridement and 
Destruction); and APC 0017 (Level IV 
Debridement and Destruction). 

Furthermore, the CY 2013 claims data 
available for the proposed rule also 
indicated that the geometric mean cost 
for HCPCS code G0456 was 
approximately $152 based on 4,509 
single claims (out of 5,772 total claims), 
and approximately $193 for HCPCS 
code G0457 based on 386 single claims 
(out of 591 total claims). The claims 
data also showed that the geometric 
mean cost for CPT code 97605 was 
approximately $101 based on 58,901 
single claims (out of 75,378 total 
claims), and approximately $140 for 
CPT code 97606 based on 6,722 single 
claims (out of 9,063 total claims). The 
proposed geometric mean costs of 
HCPCS codes G0456 and G0457, and 
CPT codes 97605 and 97606 were all 
comparable to the proposed geometric 
mean cost for APC 0015 of 
approximately $148. Based on analysis 
of the most recent claims data available 
for the proposed rule, we stated that we 
believed that the most appropriate 
assignment for all of the NPWT services 
was APC 0015 based on the clinical and 
resource homogeneity of the services 
assigned to this APC. The next higher 
cost APC in the series, APC 0016, had 
a proposed geometric mean cost of 
approximately $284, which was 
significantly higher than the proposed 
geometric mean cost of any of the 
NPWT services. Therefore, in the CY 
2015 OPPS/ASC proposed rule, we 
proposed to continue to assign CPT 
code 97606 to APC 0015, reassign CPT 
code 97605 from APC 0013 to APC 
0015, and reassign HCPCS codes G0456 
and G0457 from APC 0016 to APC 0015 
for the CY 2015 OPPS update. 

Comment: Most commenters 
requested that CMS continue to assign 
the disposable NPWT HCPCS codes 





G0456 and G0457 to APC 0016 for the 
CY 2015 OPPS update, which is the 
same APC to which these services are 
assigned for CY 2014. The commenters 
believed that hospitals may have 
miscoded claims reporting these 
services and, consequently, the CY 2015 
proposed payment rate of approximately 
$142 for HCPCS codes G0456 and 
G0457 is insufficient because the CY 
2013 OPPS claims data do not 
accurately capture the cost of the 
disposable supplies that is included in 
providing the service. One commenter 
stated that the cost of the disposable 
NPWT supplies range between $200 and 
$700 per case. The commenter provided 
copies of individual invoices that were 
forwarded to various hospitals from the 
manufacturer that showed a cost of 
approximately $220 for one disposable 
NPWT system. In addition, based on its 
analysis of charges reported by 
hospitals, the commenter believed that 
hospitals failed to understand the 
differences between the type of NPWT 
services that employ DME, which are 
described by CPT codes 97605 and 
97606, and the type of disposable 

NPWT services described by HCPCS 
G-codes. The commenter stated that, 
according to its data analysis, there was 
no difference in hospital charges for the 
two types of NPWT services reported on 
claims. The commenter believed that 
hospitals miscoded these claims 
because they may have believed that the 
services described by the CPT codes for 
the type of NPWT services that use DME 
are similar to the services described by 
the disposable NPWT HCPCS G-codes. 
Several commenters explained that the 
cost of the type of NPWT services that 
use DME does not include the cost of 
the devices and supplies that are used 
to provide the services described by the 
HCPCS G-codes. The commenter 
speculated that, although it appeared 
that hospitals did not include the cost 
of the disposable devices when 
reporting their charges for the services 
described by the disposable NPWT 
HCPCS G-codes, hospitals should have 
included such costs. Therefore, the 
commenters urged CMS to continue to 
assign HCPCS codes G0456 and G0457 
to APC 0016 for the CY 2015 OPPS 
update. 

Response: Based on the significant 
number of claims that are available for 
this final rule with comment period, we 
believe that APC 0015 best reflects the 
clinical characteristics and resource 
costs of HCPCS codes G0456 and G0457. 
In addition, we do not believe that 
continuing to assign HCPCS codes 
G0456 and G0457 to APC 0016 would 
be appropriate for CY 2015. Our 


analysis of the latest hospital outpatient 
claims data available for this CY 2015 
OPPS/ASC final rule with comment 
period, which is based on claims 
submitted between January 1, 2013 and 
December 31, 2013, and processed on or 
before June 30, 2014, indicates that the 
geometric mean costs for both HCPCS 
codes (G0456 and G0457) are very 
similar to the geometric mean cost of 
APC 0015. Specifically, our latest 
hospital outpatient claims data for this 
final rule with comment period show a 
geometric mean cost of approximately 
$158 for HCPCS code G0456 based on 
5,198 single claims (out of 6,645 total 
claims), which is close to the geometric 
mean cost of APC 0015, which is 
approximately $152. Similarly, our 
claims data show a geometric mean cost 
of approximately $202 for HCPCS code 
G0457 based on 476 single claims (out 
of 676 total claims), which is also closer 
to the geometric mean cost of APC 0015, 
which is approximately $152 than the 
geometric mean cost of APC 0016, 
which is approximately $294. 

In addition, we are not convinced that 
hospitals are reporting the same charges 
for the two types of NPWT services 
(DME-based and disposable) because a 
review of the latest claims data shows 
that the geometric mean costs for the 
most highly utilized procedures 
described by HCPCS code G0456 
(geometric mean cost of approximately 
$158) and CPT code 97605 (geometric 
mean cost of approximately $101) are 
significantly different. This difference in 
costs captured in the claims data 
demonstrates that hospitals are not 
reporting identical charges for the 
different types of NPWT services, DME 
and disposable-based. Furthermore, we 
note that for all APCs whose payment 
rates are based upon relative payment 
weights, the quality and accuracy of 
reported units and charges influence the 
geometric mean costs that are the basis 
for our payment rates, especially for low 
volume items and services. However, 
beyond our standard OPPS trimming 
methodology (described in section 
I].A.2. of this final rule with comment 
period) that we apply to those claims 
that have passed various types of claims 
processing edits, it is not our general 
policy to judge the accuracy of hospital 
coding and charging for purposes of 
ratesetting (75 FR 71838). We rely on 
hospitals to bill all HCPCS codes 
accurately in accordance with their code 
descriptors and CPT and CMS 
instructions, as applicable, and to report 
charges on claims and charges and costs 
on their Medicare hospital cost reports 
appropriately. In addition, we do not 
specify the methodologies that hospitals 
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must use to set charges for this or any 
other service. Therefore, based on the 
latest hospital outpatient claims data 
available for this final rule with 
comment period, we believe that APC 
0015 best reflects the clinical 
characteristics and resource costs of 
HCPCS codes G0456 and G0457. 


Comment: One commenter 
recommended that CMS make certain 
changes to APCs 0015 and 0016. 
Specifically, the commenter 
recommended that CMS lower the 
geometric mean cost for APC 0016 to 
$190, which would result in reassigning 
certain codes that were in APC 0015 
whose geometric mean cost met or 
exceeded this amount to APC 0016. This 
commenter stated that such 
reassignment would retain HCPCS 
codes G0456 and G0457 in APC 0016. 

Response: We believe that the 
proposed structures of APCs 0015 and 
0016 (aside from the few code 
reassignments that are being made for 
the purpose of resolving a violation of 
the 2 times rule in APC 0015 that are 
discussed below) are optimal in terms of 
clinical and resource homogeneity. The 
geometric mean cost range for 
significant procedures assigned to APC 
0015 is between approximately $110 
(for CPT code 17250) and approximately 
$201 (for CPT code 11100). The 
geometric mean cost range for 
significant procedures assigned to APC 
0016 is between approximately $230 
(for CPT code 17282) and approximately 
$368 (for CPT code 11043). Reassigning 
HCPCS code G0456 from APC 0015 to 
APC 0016 would either violate the 2 
times rule in APC 0016 or necessitate 
dividing APC 0016 into two APCs, 
which we do not believe is appropriate 
or necessary. Both of these options are 
undesirable, especially given that the 
geometric mean cost of HCPCS code 


G0456 (approximately $158) is 
comparable to the geometric mean cost 
of APC 0015 (approximately $152). 

In summary, based on the latest 
claims data used for this final rule with 
comment period, we believe that HCPCS 
codes G0456 and G0457 are 
appropriately assigned in APC 0015 for 
the CY 2015 update based on the 
clinical and resource similarity to the 
other procedures in APC 0015. As has 
been our practice since the 
implementation of the OPPS in 2000, 
we review, on an annual basis, the APC 
assignments for the procedures and 
services paid under the OPPS. We will 
again review the APC assignments for 
all the NPWT services in light of the CY 
2014 claims data and the proposed APC 
structures for clinically relevant APCs 
and determine whether an APC 
reassignment for any of the NPWT codes 
would be appropriate in the CY 2016 
rulemaking. 

In addition, in the CY 2015 OPPS/ 
ASC proposed rule, there were 
violations of the 2 times rule noted for 
both APCs 0012 and 0015 (79 FR 
40981). Every year we make every effort 
to minimize the number of APCs that 
are listed as exceptions to the 2 times 
rule. To resolve the violations of the 2 
times rule in APCs 0012 and 0015, we 
are making the following code 
reassignments: 

e CPT codes 11719, 11720, 11721, 
11740, and 17340, and HCPCS code 
G0127 from APC 0012 to APC 0340. 

e CPT codes 11901, 12014, 96920, 
and 97605 from APC 0015 to APC 0012. 

These code reassignments eliminated 
the 2 times rule violations that existed 
in APCs 0012 and 0015 in the CY 2015 
OPPS/ASC proposed rule. We note that 
APC 0012 is one of the APCs included 
in the ancillary services packaging 
policy that is discussed in section 
II.A.3.c.(1) of this final rule with 


comment period. Because CPT code 
97605 is assigned to APC 0012, the code 
will be conditionally packaged and 
assigned to status indicator “Q1” for CY 
2015. 

After consideration of the public 
comments we received, we are 
finalizing our CY 2015 proposal, with 
modification. Specifically, we are 
finalizing our proposal to assign CPT 
code 97606 and HCPCS codes G0456 
and G0457 to APC 0015. However, we 
are reassigning CPT code 97605 from 
our proposed APC 0015 to APC 0012 for 
the CY 2015 update to eliminate the 
violation of the 2 times rule that existed 
in APC 0015 based on claims data 
available for the proposed rule. 

In addition, for the CY 2015 update, 
the CPT Editorial Panel established two 
new CPT codes to describe disposable 
NPWT services and revised the long 
descriptors for existing CPT codes 
97605 and 97606, effective January 1, 
2015. Consistent with our general policy 
of using permanent codes rather than 
using temporary HCPCS G-codes in 
order to streamline coding, we are 
deleting HCPCS codes G0456 and G0457 
because they are replaced with two new 
CPT codes effective January 1, 2015. 
Table 25 below shows the replacement 
CPT codes for HCPCS codes G0456 and 
G0457 as well as the revised long 
descriptors for existing CPT codes 
97605 and 97606. The final CY 2015 
payment rate for the NPWT services 
codes can be found in Addendum B to 
this final rule with comment period 
(which is available via the Internet on 
the CMS Web site). Like all new codes 
effective January 1, 2015, the APC 
assignments for the new disposable 
NPWT CPT codes are open for comment 
for 60 days after display of this CY 2015 
OPPS/ASC final rule with comment 
period. 


TABLE 25—FINAL APC ASSIGNMENTS FOR THE NPWT SERVICES FOR CY 2015 


CY 2015 CPT 
Code 


CY 2014 CPT/ 
HCPCS Code 


Proposed Proposed Final CY Final CY 
CY 2015 Long descriptor CY 2015 CY 2015 2015 OPPS | 2015 OPPS 
OPPS SI OPPS APC Sl APC 


a a cme 








Negative pressure wound therapy (eg, vacuum 
assisted drainage collection), utilizing dura- 
ble medical equipment (DME), including top- 
ical application(s), wound assessment, and 
instruction(s) for ongoing care, per session; 
total wound(s) surface area less than or 
equal to 50 square centimeters. 

Negative pressure wound therapy (eg, vacuum 
assisted drainage collection), utilizing dura- 
ble medical equipment (DME), including top- 
ical application(s), wound assessment, and 
instruction(s) for ongoing care, per session; 
total wound(s) surface area greater than 50 
square centimeters. 





T 





0015 


0015 





Q1 





0012 


0015 
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TABLE 25—FINAL APC ASSIGNMENTS FOR THE NPWT SERVICES FOR CY 2015—Continued 


CY 2014 CPT/ CY 2015 CPT 

HCPCS Code Code 
CAG aicssteicc aces TIRING sisi cahecnncats 
COA SE ciccccesecicscs CIGD nscvccdiaseses 








d. Platelet Rich Plasma (PRP) (APC 
0327) 

For CY 2015, we proposed to continue 
to assign HCPCS code G0460 
(Autologous platelet rich plasma for 
chronic wounds/ulcers, including 
phlebotomy, centrifugation, and all 
other preparatory procedures, 
administration and dressings, per 
treatment) to APC 0327 (Level II 
Debridement & Destruction), with a 
proposed payment rate of approximately 
$431. We note that HCPCS code G0460, 
which became effective July 1, 2013, 
describes both the procedure and 
product components associated with the 
autologous platelet rich plasma service. 

Comment: One commenter requested 
that CMS exempt HCPCS code G0460 
from the geographic wage index 
variations to enable hospitals to more 
willingly participate in the AutoloGel 
Coverage with Evidence Development 
(CED) protocols. According to the 
commenter, HOPDs are reluctant to 
enroll in the CED protocols because they 
are concerned that the proposed APC 
payment rate will not cover the cost of 
the product, the procedure, the 
overhead, and the additional 
administrative effort associated with 
CED data collection requirements. In 
addition, the commenter requested that 
CMS establish a final payment rate for 
APC 0327 based on the geometric mean 
cost of $496.99 to help achieve some 
stability regarding the payment for the 
procedures assigned to this APC. 

Response: We note that comments 
related to CED protocols or data 
collection are outside the scope of the 
proposed rule. With regard to the 
geographic wage index exemption 
requested by the commenter, we have 
never made such an exception. Under 
the hospital OPPS, all procedures and 


Proposed 
CY 2015 


CY 2015 Long descriptor 


OPPS SI 


Negative pressure wound therapy, (eg, vacuum T 
assisted drainage collection), utilizing dispos- 
able, non-durable medical equipment includ- 
ing provision of exudate management collec- 
tion system, topical application(s), wound as- 
sessment, and instructions for ongoing care, 
per session; total wound(s) surface area less 
than or equal to 50 square centimeters. 

Negative pressure wound therapy, (eg, vacuum T 
assisted drainage collection), utilizing dispos- 
able, non-durable medical equipment includ- 
ing provision of exudate management collec- 
tion system, topical application(s), wound as- 
sessment, and instructions for ongoing care, 
per session; total wound(s) surface area 
greater than 50 square centimeters. 





services that include devices are wage 
adjusted. Moreover, the payment rates 
for procedures and APCs are not based 
on a specific projected amount. The 
final payment rate for APC 0327 is 
based on the geometric mean cost of all 
the procedures described by the HCPCS 
codes assigned to this APC. We believe 
that the procedure described by HCPCS 
code G0460 is appropriately assigned to 
APC 0327 for the CY 2015 OPPS update 
based on the clinical and resource 
similarities in relation to the other 
procedures assigned to APC 0327. We 
note that, for this final rule with 
comment period, which is based on 
hospital outpatient claims submitted 
between January 1, 2013, and December 
31, 2013, that were processed on or 
before June 30, 2014, our latest hospital 
outpatient claims data show no claims 
reporting the service described by 
HCPCS code G0460. As has been our 
practice since the implementation of the 
OPPS in 2000, we review, on an annual 
basis, the APC assignments for the 
procedures and services paid under the 
OPPS. We will review the APC 
assignment for HCPCS code G0460 
when sufficient claims data become 
available to determine whether a 
reassignment to a more appropriate APC 
is necessary for the CY 2016 update. 
After consideration of the public 
comment we received, we are finalizing 
our proposal, without modification, to 
continue to assign HCPCS code G0460 
to APC 0327 for CY 2015. The final CY 
2015 payment rate for HCPCS code 
G0460 can be found in Addendum B to 
this CY 2015 OPPS/ASC final rule 
(which is available via the Internet on 
the CMS Web site). 





Proposed Final CY Final CY 
CY 2015 2015 OPPS | 2015 OPPS 
OPPS APC Sl APC 
0015 T 0015 
0015 T 0015 








IV. OPPS Payment for Devices 
A. Pass-Through Payments for Devices 


1. Expiration of Transitional Pass- 
Through Payments for Certain Devices 


a. Background 


Section 1833(t)(6)(B)(iii) of the Act 
sets forth the period for which a device 
category eligible for transitional pass- 
through payments under the OPPS may 
be in effect. The implementing 
regulation at 42 CFR 419.66(g) provides 
that this pass-through payment 
eligibility period begins on the date 
CMS establishes a particular transitional 
pass-through category of devices. We 
may establish a new device category for 
pass-through payment in any quarter, 
and under our established policy, we 
base the pass-through status expiration 
date for a device category on the date on 
which pass-through payment is effective 
for the category; that is, the date CMS 
establishes a particular category of 
devices eligible for transitional pass- 
through payments. We propose and 
finalize the dates for expiration of pass- 
through status for device categories as 
part of the OPPS annual update. 

We also have an established policy to 
package the costs of the devices that are 
no longer eligible for pass-through 
payments into the costs of the 
procedures with which the devices are 
reported in the claims data used to set 
the payment rates (67 FR 66763). 
Brachytherapy sources, which are now 
separately paid in accordance with 
section 1833(t)(2)(H) of the Act, are an 
exception to this established policy. 


b. CY 2015 Policy 


There currently is one device category 
eligible for pass-through payment, 
which we established effective October 
1, 2013: HCPCS code C1841 (Retinal 
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prosthesis, includes all internal and 
external components). Recognizing that 
this device category has been eligible for 
at least 2 years, but not more than 3 
years, of pass-through status by the end 
of CY 2015, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40989), we 
proposed the expiration of pass-through 
payment for HCPCS code C1841 devices 
on December 31, 2015. Therefore, in 
accordance with our established policy, 
beginning with CY 2016, we proposed 
to package the costs of the HCPCS code 
C1841 devices into the costs related to 
the procedures with which the device is 
reported in the hospital claims data (79 
FR 40989 through 40990). 

Comment: A few commenters 
requested that CMS extend the pass- 
through payment period for the device 
described by HCPCS code C1841 due to 
delay of the first date of sale of the 
device until January 2014. The 
commenters asserted that the delay was 
due to various regulatory delays, 
including the Food and Drug 
Administration’s (FDA’s) Humanitarian 
Device Exemption (HDE) approval 
process and Federal Communications 
Commission (FCC) regulations regarding 
utilization of a radiofrequency (RF) 
band approval. The commenters 
therefore requested that CMS use the 
date of the first sale or the date of the 
first HCPCS code C1841 device implant 
(January 16, 2014) to “reset” the start 
date for pass-through payment 
eligibility, which would result in 
another year of pass-through payment 
status. 

Response: According to 42 CFR 
419.66(g), “CMS limits the eligibility for 
a pass-through payment established 
under this section to a period of at least 
2 years, but not more than 3 years, 
beginning on the date that CMS 
establishes a category of devices”’ 
(emphasis added). We cannot extend the 
pass-through payment status of HCPCS 
code C1841 beyond CY 2015 because 
such an extension would make the pass- 
through payment status effective longer 
than the maximum 3-year period 
permitted under 42 CFR 419.66(g). 
Moreover, the HCPCS code C1841 
device category was made effective in 
the OPPS on October 1, 2013. The 
HCPCS code C1841 device category will 
have had more than 2 years of pass- 
through payment status as of December 
31, 2015. Extending pass-through 
payment status through December 31, 
2016, as requested by the commenter, 
would afford the HCPCS code C1841 
device category longer than the 3-year 
maximum pass-through payment 
period. Therefore, after consideration of 
the public comments we received, we 
are finalizing our proposal to expire 





HCPCS code C1841 device category 
from pass-through payment status after 
December 31, 2015. We are finalizing 
our proposal to package the costs for 
devices described by HCPCS code 
C1841 into the costs of the procedure 
with which the device is reported in the 
hospital claims data used in the 
development of the OPPS relative 
payment weights that will be used to 
establish the ASC payment rates for CY 
2016. 

With the expiration of HCPCS code 
C1841 device category from pass- 
through payment status at the end of CY 
2015, there are no other currently active 
categories for which we would expire 
pass-through status in CY 2015. If we 
create new device categories for pass- 
through payment status during the 
remainder of CY 2014 or during CY 
2015, we will propose future expiration 
dates in accordance with 42 CFR 
419.66(g). 


2. Provisions for Reducing Transitional 
Pass-Through Payments To Offset Costs 
Packaged Into APC Groups 


a. Background 


Section 1833(t)(6)(D)(ii) of the Act sets 
the amount of additional pass-through 
payment for an eligible device as the 
amount by which the hospital’s charges 
for a device, adjusted to cost (the cost 
of the device) exceeds the portion of the 
otherwise applicable Medicare 
outpatient department fee schedule 
amount (the APC payment amount) 
associated with the device. We have an 
established policy to estimate the 
portion of each APC payment rate that 
could reasonably be attributed to the 
cost of the associated devices that are 
eligible for pass-through payments (66 
FR 59904) for purposes of estimating the 
portion of the otherwise applicable APC 
payment amount associated with pass- 
through devices. For eligible device 
categories, we deduct an amount that 
reflects the portion of the APC payment 
amount that we determine is associated 
with the cost of the device, defined as 
the device APC offset amount, from the 
charges adjusted to cost for the device, 
as provided by section 1833(t)(6)(D)(ii) 
of the Act, to determine the pass- 
through payment amount for the eligible 
device. We have consistently used an 
established methodology to estimate the 
portion of each APC payment rate that 
could reasonably be attributed to the 
cost of an associated device eligible for 
pass-through payment, using claims 
data from the period used for the most 
recent recalibration of the APC rates (72 
FR 66751 through 66752). We establish 
and update the applicable device APC 
offset amounts for eligible pass-through 


device categories through the 
transmittals that implement the 
quarterly OPPS updates. 

We published a list of all procedural 
APCs with the CY 2014 portions (both 
percentages and dollar amounts) of the 
APC payment amounts that we 
determined are associated with the cost 
of devices on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html. The 
dollar amounts are used as the device 
APC offset amounts. In addition, in 
accordance with our established 
practice, the device APC offset amounts 
in a related APC are used in order to 
evaluate whether the cost of a device in 
an application for a new device category 
for pass-through payment is not 
insignificant in relation to the APC 
payment amount for the service related 
to the category of devices, as specified 
in our regulations at § 419.66(d). 

Beginning in CY 2010, we include 
packaged costs related to implantable 
biologicals in the device offset 
calculations in accordance with our 
policy that the pass-through evaluation 
process and payment methodology for 
implantable biologicals that are 
surgically inserted or implanted 
(through a surgical incision or a natural 
orifice) and that are newly approved for 
pass-through status beginning on or 
after January 1, 2010, be the device pass- 
through process and payment 
methodology only (74 FR 60476). 


b. CY 2015 Policy 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40990), we proposed to 
continue, for CY 2015, our established 
methodology to estimate the portion of 
each APC payment rate that could 
reasonably be attributed to (that is, 
reflect) the cost of an associated device 
eligible for pass-through payment, using 
claims data from the period used for the 
most recent recalibration of the APC 
payment rates. We proposed to continue 
our policy, for CY 2015, that the pass- 
through evaluation process and pass- 
through payment methodology for 
implantable biologicals that are 
surgically inserted or implanted 
(through a surgical incision or a natural 
orifice) and that are newly approved for 
pass-through status, be the device pass- 
through process and payment 
methodology only. The rationale for this 
policy is provided in the CY 2010 
OPPS/ASC final rule with comment 
period (74 FR 60471 through 60477). We 
also proposed to continue our 
established policies for calculating and 
setting the device APC offset amounts 
for each device category eligible for 
pass-through payment. In addition, we 
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proposed to continue to review each 
new device category on a case-by-case 
basis to determine whether device costs 
associated with the new category are 
already packaged into the existing APC 
structure. If device costs packaged into 
the existing APC structure are 
associated with the new category, we 
proposed to deduct the device APC 
offset amount from the pass-through 
payment for the device category. As 
stated earlier, these device APC offset 
amounts also would be used in order to 
evaluate whether the cost of a device in 
an application for a new device category 
for pass-through payment is not 
insignificant in relation to the APC 
payment amount for the service related 
to the category of devices (§ 419.66(d)). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40990), for CY 2015, we also 
proposed to continue our policy 
established in CY 2010 to include 
implantable biologicals in our 
calculation of the device APC offset 
amounts. In addition, we proposed to 
continue to calculate and set any device 
APC offset amount for any new device 
pass-through category that includes a 
newly eligible implantable biological 
beginning in CY 2015, using the same 
methodology we have historically used 
to calculate and set device APC offset 
amounts for device categories eligible 
for pass-through payment, and to 
include the costs of implantable 
biologicals in the calculation of the 
device APC offset amounts (79 FR 
40990). 

In addition, in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40900), we 
proposed to update the list of all 
procedural APCs with the final CY 2015 
portions of the APC payment amounts 
that we determine are associated with 
the cost of devices on the CMS Web site 
at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.htm] so 
that this information is available for use 
by the public in developing potential 
CY 2015 device pass-through payment 
applications and by CMS in reviewing 
those applications. 

Comment: One commenter objected to 
CMS’ proposal to continue its policy of 
evaluating implantable biological pass- 
through applications through the device 
evaluation process. The commenter 
believed that all biologicals should be 
evaluated through the drug and 
biological pass-through process, which 
is intended for the evaluation of drugs 
and biologicals. 

Response: We have discussed our 
rationale for this policy in the CY 2010 
OPPS/ASC final rule (74 FR 60463). 
Implantable biologicals function as 
implantable medical devices and are 





used in the HOPD in surgical 
procedures in a manner similar to 
implantable medical devices. Therefore, 
since CY 2010, we have treated them as 
medical devices for pass-through 
payment purposes. In addition, like 
implantable medical devices, 
implantable biologicals are treated as 
packaged surgical supplies in the OPPS 
under 42 CFR 419.2(b)(16). For these 
reasons, we will continue to treat 
implantable biologicals as devices for 
pass-through payment purposes in CY 
2015. 

After consideration of the public 
comment we received, we are finalizing, 
without modification, the 
aforementioned proposed policies for 
calculation of the device APC offset 
amounts for CY 2015. In addition, we 
are updating, on the CMS Web site at 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html, the 
list of all procedural APCs with the final 
CY 2015 portions of the APC payment 
amounts that we determine are 
associated with the cost of devices so 
that this information is available for use 
by the public in developing potential 
CY 2015 device pass-through payment 
applications and by CMS in reviewing 
those applications. 


B. Adjustment to OPPS Payment for No 
Cost/Full Credit and Partial Credit 
Devices 


1. Background 


To ensure equitable OPPS payment 
when a hospital receives a device 
without cost or with full credit, in CY 
2007, we implemented a policy to 
reduce the payment for specified 
device-dependent APCs by the 
estimated portion of the APC payment 
attributable to device costs (that is, the 
device offset) when the hospital receives 
a specified device at no cost or with full 
credit (71 FR 68071 through 68077). 
Hospitals are instructed to report no 
cost/full credit cases on the claim using 
the “FB” modifier on the line with the 
procedure code in which the no cost/ 
full credit device is used. In cases in 
which the device is furnished without 
cost or with full credit, the hospital is 
instructed to report a token device 
charge of less than $1.01. In cases in 
which the device being inserted is an 
upgrade (either of the same type of 
device or to a different type of device) 
with a full credit for the device being 
replaced, the hospital is instructed to 
report as the device charge the 
difference between its usual charge for 
the device being implanted and its usual 
charge for the device for which it 
received full credit. In CY 2008, we 


expanded this payment adjustment 
policy to include cases in which 
hospitals receive partial credit of 50 
percent or more of the cost of a specified 
device. Hospitals are instructed to 
append the ‘‘FC”’ modifier to the 
procedure code that reports the service 
provided to furnish the device when 
they receive a partial credit of 50 
percent or more of the cost of the new 
device. We refer readers to the CY 2008 
OPPS/ASC final rule with comment 
period for more background information 
on the “FB” and “FC” payment 
adjustment policies (72 FR 66743 
through 66749). 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75005 
through 75007), beginning in CY 2014, 
we modified our policy of reducing 
OPPS payment for specified APCs when 
a hospital furnishes a specified device 
without cost or with a full or partial 
credit. For CY 2013 and prior years, our 
policy had been to reduce OPPS 
payment by 100 percent of the device 
offset amount when a hospital furnishes 
a specified device without cost or with 
a full credit and by 50 percent of the 
device offset amount when the hospital 
receives partial credit in the amount of 
50 percent or more of the cost for the 
specified device. For CY 2014, we 
reduced OPPS payment, for the 
applicable APCs, by the full or partial 
credit a hospital receives for a replaced 
device. Specifically, under this 
modified policy, hospitals are required 
to report on the claim the amount of the 
credit in the amount portion for value 
code “FD” (Credit Received from the 
Manufacturer for a Replaced Medical 
Device) when the hospital receives a 
credit for a replaced device that is 50 
percent or greater than the cost of the 
device. For CY 2014, we also limited the 
OPPS payment deduction for the 
applicable APCs to the total amount of 
the device offset when the “FD” value 
code appears on a claim. 


2. Policy for CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40990 through 40992), for 
CY 2015, we proposed to continue our 
existing policy of reducing OPPS 
payment for specified APCs when a 
hospital furnishes a specified device 
without cost or with a full or partial 
credit. Specifically, for CY 2015, we 
proposed to continue to reduce the 
OPPS payment, for the applicable APCs 
listed in Table 31 of the proposed rule, 
by the full or partial credit a provider 
receives for a replaced device. Under 
this proposed policy, hospitals would 
continue to be required to report on the 
claim the amount of the credit in the 
amount portion for “FD’’ when the 
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hospital receives a credit for a replaced 
device listed in Table 32 of the 
proposed rule that is 50 percent or 
greater than the cost of the device. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40990 through 40992), for 
CY 2015, we also proposed to continue 
using the three criteria established in 
the CY 2007 OPPS/ASC final rule with 
comment period for determining the 
APCs to which our proposed CY 2015 
policy would apply (71 FR 68072 
through 68077). Specifically: (1) All 
procedures assigned to the selected 
APCs must involve implantable devices 
that would be reported if device 
insertion procedures were performed; 
(2) the required devices must be 
surgically inserted or implanted devices 
that remain in the patient’s body after 
the conclusion of the procedure (at least 
temporarily); and (3) the device offset 
amount must be significant, which, for 
purposes of this policy, is defined as 
exceeding 40 percent of the APC cost. 
We also proposed to continue to restrict 
the devices to which the APC payment 
adjustment would apply to a specific set 
of costly devices to ensure that the 
adjustment would not be triggered by 
the implantation of an inexpensive 
device whose cost would not constitute 
a significant proportion of the total 
payment rate for an APC. We stated that 
we continue to believe these criteria are 
appropriate because no cost devices and 
device credits are likely to be associated 
with particular cases only when the 
device must be reported on the claim 
and is of a type that is implanted and 
remains in the body when the 
beneficiary leaves the hospital. We 
believe that the reduction in payment is 
appropriate only when the cost of the 
device is a significant part of the total 
cost of the APC into which the device 
cost is packaged, and that the 40-percent 
threshold is a reasonable definition of a 
significant cost. 

Comment: One commenter urged 
CMS to discontinue its current policy of 
reducing OPPS payment for specified 
APCs when a hospital furnishes a 
specified device without cost or with a 
full or partial credit. The commenter 
stated that procedures which involve 
the replacement of a device are of 
greater complexity than the original 
insertion of the device. The commenter 
recommended that, because the 
replacement procedures are not paid at 
a higher rate, CMS not further penalize 
the hospital by reducing the OPPS 
payment when the device is furnished 
without cost or with a full or partial 
credit to the hospital. 

Response: We do not agree with the 
commenter and believe that it is 
appropriate to reduce the OPPS 


payment for specified APCs when a 
hospital furnishes a specified device 
without cost or with a full or partial 
credit. 

After consideration of the public 
comments we received, we are 
finalizing our proposals to continue our 
existing policy of reducing OPPS 
payment for specified APCs when a 
hospital furnishes a specified device 
without cost or with a full or partial 
credit, and to continue using the three 
criteria established in the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68072 through 68077) for 
determining the APCs to which our CY 
2015 policy will apply. 

We examined the offset amounts 
calculated from the CY 2015 final rule 
with comment period data and the 
clinical characteristics of the final CY 
2015 APCs to determine which APCs 
meet the criteria for CY 2015. Table 26 
below lists the APCs to which the 
payment adjustment policy for no cost/ 
full credit and partial credit devices will 
apply in CY 2015. Table 27 below lists 
the devices to which the payment 
adjustment policy for no cost/full credit 
and partial credit devices will apply in 
CY 2015. 

Based on the final CY 2013 claims 
data available for this CY 2015 OPPS/ 
ASC final rule with comment period, we 
have updated the lists of APCs and 
devices to which the no cost/full credit 
and partial credit device adjustment 
policy will apply for CY 2015, 
consistent with the three criteria 
discussed earlier in this section. 


TABLE 26—APCS TO WHICH THE NO 

CostT/FULL CREDIT AND PARTIAL 
CREDIT DEVICE PAYMENT ADJUST- 
MENT POLICY WILL APPLY IN CY 
2015 











— CY 2015 APC title 

0039 ......... Level Ill Neurostimulator & Re- 
lated Procedures. 

ODF ccshcc.s Level Il Neurostimulator & Re- 
lated Procedures. 

0064 ......... Level Ill Treatment Fracture/Dis- 
location. 

0089 ......... Level Ill Pacemaker and Similar 
Procedures. 

0090 ......... Level || Pacemaker and Similar 
Procedures. 

OWT stoves Level | ICD and Similar Proce- 
dures. 

O1GB: «5.505; Level Il |CD and Similar Proce- 
dures. 

227 cccctes Implantation of Drug Infusion 
Device. 

O28 ooiciccs Level Il Endovascular Proce- 
dures. 

0259 .....560 Level Vil ENT Procedures. 

O29 8 es ciaccnns Level IV Intraocular Procedures. 


TABLE 26—APCS TO WHICH THE NO 

COST/FULL CREDIT AND PARTIAL 
CREDIT DEVICE PAYMENT ADJUST- 
MENT POLICY WILL APPLY IN CY 
2015—Continued 


“ CY 2015 APC title 

OS1B. 5. cssecs Level IV Neurostimulator & Re- 
lated Procedures. 

OB19 ccc Level Ill Endovascular Proce- 
dures. 

OBB 2 5.sé5. Level V Intraocular Procedures. 

OBES: siis.035- Level | Urogenital Procedures. 

OSE6: ..::...5. Level Il Urogenital Procedures. 

ORS vecsasexs Level V Musculoskeletal Proce- 
dures Except Hand and Foot. 

GSE as aon Level IV Pacemaker and Similar 
Procedures. 








TABLE 27—DEVICES TO WHICH THE 
No CoOst/FULL CREDIT AND PARTIAL 
CREDIT DEVICE PAYMENT ADJUST- 
MENT POLICY WILL APPLY IN CY 
2015 


CY 2015 





te CY 2015 Short descriptor 
code 

soaring ietocienepetaneeteeinren mice 
CRIAY sce AICD, dual chamber. 
CI722 cise: AICD, single chamber. 
CN728 455. Cath, brachytx seed adm. 
C1764 ...... Event recorder, cardiac. 
CI7G7 «x... Generator, neurostim, imp. 
CALE: ccsee Rep dev, urinary, w/sling. 
CTS scsi: Infusion pump, programmable. 
CITE ..c0x Joint device (implantable). 
CUTIE is. Lead, AICD, endo single coil. 
GATTS sc. Lead, neurostimulator. 
CUFIS 6:5. Lead, pmkr, transvenous VDD. 
CATES vis Pmkr, dual, rate-resp. 
C1786 «...::. Pmkr, single, rate-resp. 
CNTED s.34. Prosthesis, breast, imp. 
C1818 ...... Prosthesis, penile, inflatab. 
CSAS. ....2.2 Pros, urinary sph, imp. 
C1818 ...... Integrated keratoprosthesis. 
C1820 ...... Generator, neuro rechg bat sys. 
C1840 ...... Lens, intraocular (telescopic). 
Cissir .....: Dialysis access system. 
C1882 ...... AICD, other than sing/dual. 
GIBSON 005 Infusion pump, non-prog, perm. 
CIS9S 0360. Lead, AICD, endo dual coil. 
CIS ...;... Lead, AICD, non sing/dual. 
C1897 ...... Lead, neurostim, test kit. 
(SI898 ...... Lead, pmkr, other than trans. 
C1899 ...... Lead, pmkr/AICD combination. 
C1900 ...... Lead coronary venous. 
C2619 ...... Pmkr, dual, non rate-resp. 
C2620 ...... Pmkr, single, non rate-resp. 
C2621: ....:. Pmkr, other than sing/dual. 
C2622 40%: Prosthesis, penile, non-inf. 
C2626 ...... Infusion pump, non-prog, temp. 
C2684 si.s: Rep dev, urinary, w/o sling. 
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V. OPPS Payment Changes for Drugs, 
Biologicals, and Radiopharmaceuticals 


A. OPPS Transitional Pass-Through 
Payment for Additional Costs of Drugs, 
Biologicals, and Radiopharmaceuticals 


1. Background 


Section 1833(t)(6) of the Act provides 
for temporary additional payments or 
“transitional pass-through payments” 
for certain drugs and biologicals. 
Throughout this final rule with 
comment period, the term “‘biological” 
is used because this is the term that 
appears in section 1861(t) of the Act. 
“Biological” as used in this final rule 
with comment period includes 
“biological product”’ or “‘biologic”’ as 
defined in the Public Health Service 
Act. As enacted by the Medicare, 
Medicaid, and SCHIP Balanced Budget 
Refinement Act of 1999 (BBRA) (Pub. L. 
106-113), this provision requires the 
Secretary to make additional payments 
to hospitals for: current orphan drugs, as 
designated under section 526 of the 
Federal Food, Drug, and Cosmetic Act; 
current drugs and biologicals and 
brachytherapy sources used in cancer 
therapy; and current 
radiopharmaceutical drugs and 
biologicals. “Current” refers to drugs or 
biologicals that are outpatient hospital 
services under Medicare Part B for 
which payment was made on the first 
date the hospital OPPS was 
implemented. 

Transitional pass-through payments 
also are provided for certain ‘“‘new’’ 
drugs and biologicals that were not 
being paid for as an HOPD service as of 
December 31, 1996 and whose cost is 
“not insignificant’ in relation to the 
OPPS payments for the procedures or 
services associated with the new drug or 
biological. For pass-through payment 
purposes, radiopharmaceuticals are 
included as “drugs.” As required by 
statute, transitional pass-through 
payments for a drug or biological 
described in section 1833(t)(6)(C)(i)(ID 
of the Act can be made for a period of 
at least 2 years, but not more than 3 
years, after the payment was first made 
for the product as a hospital outpatient 
service under Medicare Part B. CY 2015 
pass-through drugs and biologicals and 
their designated APCs are assigned 
status indicator ““G” in Addenda A and 
B to this final rule with comment 
period, which are available via the 
Internet on the CMS Web site. 

Section 1833(t)(6)(D)(i) of the Act 
specifies that the pass-through payment 
amount, in the case of a drug or 
biological, is the amount by which the 
amount determined under section 
1842(0) of the Act for the drug or 


biological exceeds the portion of the 
otherwise applicable Medicare OPD fee 
schedule that the Secretary determines 
is associated with the drug or biological. 
If the drug or biological is covered 
under a competitive acquisition contract 
under section 1847B of the Act, the 
pass-through payment amount is 
determined by the Secretary to be equal 
to the average price for the drug or 
biological for all competitive acquisition 
areas and the year established under 
such section as calculated and adjusted 
by the Secretary. However, we note that 
the Part B drug competitive acquisition 
program (CAP) has been postponed 
since CY 2009, and such a program has 
not been reinstated for CY 2015. 

This methodology for determining the 
pass-through payment amount is set 
forth in regulations at 42 CFR 419.64. 
These regulations specify that the pass- 
through payment equals the amount 
determined under section 1842(o) of the 
Act minus the portion of the APC 
payment that CMS determines is 
associated with the drug or biological. 
Section 1847A of the Act establishes the 
average sales price (ASP) methodology, 
which is used for payment for drugs and 
biologicals described in section 
1842(0)(1)(C) of the Act furnished on or 
after January 1, 2005. The ASP 
methodology, as applied under the 
OPPS, uses several sources of data as a 
basis for payment, including the ASP, 
the wholesale acquisition cost (WAC), 
and the average wholesale price (AWP). 
In this final rule with comment period, 
the term ‘““ASP methodology” and “ASP- 
based” are inclusive of all data sources 
and methodologies described therein. 
Additional information on the ASP 
methodology can be found on the CMS 
Web site at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service-Part- 
B-Drugs/McrPartBDrugAvgSalesPrice/ 
index.html. 

The pass-through application and 
review process for drugs and biologicals 
is explained on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/passthrough _ 
payment.html. 


2. Drugs and Biologicals With Expiring 
Pass-Through Payment Status in CY 
2014 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40992), we proposed that 
the pass-through status of 9 drugs and 
biologicals would expire on December 
31, 2014, as listed in Table 33 of the 
proposed rule (79 FR 40993). All of 
these drugs and biologicals will have 
received OPPS pass-through payment 
for at least 2 years and no more than 3 
years by December 31, 2014. These 


drugs and biologicals were approved for 
pass-through status on or before January 
1, 2013. With the exception of those 
groups of drugs and biologicals that are 
always packaged when they do not have 
pass-through status (specifically, 
diagnostic radiopharmaceuticals; 
contrast agents; anesthesia drugs; drugs, 
biologicals, and radiopharmaceuticals 
that function as supplies when used in 
a diagnostic test or procedure; and drugs 
and biologicals that function as supplies 
when used in a surgical procedure), our 
standard methodology for providing 
payment for drugs and biologicals with 
expiring pass-through status in an 
upcoming calendar year is to determine 
the product’s estimated per day cost and 
compare it with the OPPS drug 
packaging threshold for that calendar 
year (which is $95 for CY 2015), as 
discussed further in section V.B.2. of 
this final rule with comment period. If 
the estimated per day cost for the drug 
or biological is less than or equal to the 
applicable OPPS drug packaging 
threshold, we would package payment 
for the drug or biological into the 
payment for the associated procedure in 
the upcoming calendar year. If the 
estimated per day cost of the drug or 
biological is greater than the OPPS drug 
packaging threshold, we would provide 
separate payment at the applicable 
relative ASP-based payment amount 
(which is ASP+6 percent for CY 2015, 
as discussed further in section V.B.3. of 
this final rule with comment period). 
Comment: Commenters, including 
several hospitals, physicians, and a 
manufacturer, requested that CMS 
continue to pay separately for Exparel® 
(bupivacaine liposome injectable 
suspension) described by HCPCS code 
C9290 (Injection, bupivicaine liposome, 
1 mg) once pass-through payment status 
expires on December 31, 2014. 
Commenters disagreed with CMS’ 
proposal to package Exparel® as a 
surgical supply and stated that the drug 
is used to control postoperative pain 
and is not used in the actual surgical 
procedure. In addition, commenters 
noted that the product cost of Exparel® 
exceeds the proposed CY 2015 
packaging threshold of $90 and is not 
FDA-approved as a local anesthetic. 
Response: We disagree with the 
commenters’ characterization of 
Exparel® as not functioning as a surgical 
supply because it is indicated for the 
alleviation of postoperative pain. The 
indications and usage of Exparel® as 
listed in the FDA-approved label are as 
follows: ‘‘Exparel® is a liposome 
injection of bupivacaine, an amide-type 
local anesthetic, indicated for 
administration into the surgical site to 
produce postsurgical analgesia.”’ 
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Exparel® is injected immediately after 
the surgical procedure while the patient 
is still on the operating room table at the 
surgical wound site to control 
postoperative pain, which is an 
important part of the surgical care of the 
patient affecting the surgical outcome. 
In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74925 
through 74939), we finalized our policy 
at 42 CFR 419.2(b)(16) to 
unconditionally package all drugs and 
biologicals that function as supplies in 
a surgical procedure. According to 
OPPS policy, drugs, biologicals, 
radiopharmaceuticals, implantable 
medical devices, and other items and 
products that are not equipment can be 
supplies in the OPPS (78 FR 43571 and 
43575). While the commenter stated that 
the cost of Exparel® exceeds the drug 
packaging threshold, we emphasize that 
cost consideration is not a factor in 
determining whether an item is a 
surgical supply. We consider all items 
related to the surgical outcome and 
provided during the hospital stay in 
which the surgery is performed, 
including postsurgical pain 
management drugs, to be part of the 
surgery for purposes of our drug and 
biological surgical supply packaging 
policy. Therefore, for CY 2015, we are 
finalizing our proposal to package 
Exparel® described by HCPCS code 
C9290 and to assign status indicator 
‘“N” to the code for CY 2015. 

Comment: A few commenters 
recommended that CMS continue pass- 


through payment status for new drugs, 
specifically diagnostic 
radiopharmaceuticals and contrast 
agents, for a full 3 years. The 
commenters asserted that providing 
pass-through payment status for 3 years 
would help provide a more current and 
accurate data set on which to base 
payment amounts of the procedure 
when the diagnostic 
radiopharmaceutical or contrast agent is 
subsequently packaged. The 
commenters further recommended that 
CMS expire pass-through payment 
status for drugs and biologicals on a 
quarterly as opposed to an annual basis. 
Response: As we stated in the CY 
2012 OPPS/ASC final rule with 
comment period (76 FR 74287), the CY 
2013 OPPS/ASC final rule with 
comment period (77 FR 68363), and the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75010), and as 
described in section V.A. of this final 
rule with comment period, section 
1833(t)(6)(c)(i) (II) of the Act permits 
CMS to make pass-through payments for 
a period of at least 2 years, but not more 
than 3 years, after the product’s first 
payment as a hospital outpatient service 
under Medicare Part B OPPS. We 
continue to believe that this period of 
payment appropriately facilitates 
dissemination of these new products 
into clinical practice and facilitates the 
collection of sufficient hospital claims 
data reflective of their costs for future 
OPPS ratesetting. Our longstanding 
practice has been to provide pass- 


through payment for a period of 2 to 3 
years, with expiration of pass-through 
payment status proposed and finalized 
through the annual rulemaking process. 
Each year, when proposing to expire the 
pass-through payment status of certain 
drugs and biologicals, we examine our 
claims data for these products. We 
observe that hospitals typically have 
incorporated these products into their 
chargemasters based on the utilization 
and costs observed in our claims data. 
Under the existing pass-through 
payment policy, we begin pass-through 
payment on a quarterly basis, depending 
on when applications are submitted to 
us for consideration. We are confident 
that the period of time for which drugs, 
biologicals, contrast agents, and 
radiopharmaceuticals receive pass- 
through payment status, which is at 
least 2 but no more than 3 years, is 
appropriate for CMS to collect the 
sufficient amount of data to make a 
packaging determination. 


After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to expire the pass-through 
payment status of the nine drugs and 
biologicals listed in Table 28 below. 
Table 28 lists the drugs and biologicals 
for which pass-through payment status 
will expire on December 31, 2014, the 
status indicators, and the assigned APCs 
for CY 2015. 


TABLE 28—DRUGS AND BIOLOGICALS FOR WHICH PASS-THROUGH PAYMENT STATUS EXPIRES DECEMBER 31, 2014 


EET appr I 

CY 2015 Final CY 2015 | Final CY 2015 

HCPCS Code CY 2015 Long descriptor SI APC 

S288 aeccct ect WAOCHON DUPIVICAINONIPOSOIMD) VARG). sassisisscessscccccssesedssccccecssesecoesovacaydancsonsccseecdvebennessderddscoesone N N/A 
GSP88 | oscounecncee Arai SIS EACO TA AG UNAS FAN I ASO AO OIANES 5 scaccssceae ch vis asic asinsesnnsoaenuesntads susedon esau detneedeuns¥eecasseusensatonadsvooewees K 9293 
SOND: ..scc0s50s0000-0 WARSI SUNIOTIC IDLY ATER a5 55). ccissnneseaseescetasvcpunasaiesasecesaveadeysaciconsdseaesinterecensealeehactehaveseecccdens K 1420 
NOTAG ..ccscscccecces Injection, centruroides (scorpion) immune f(ab)2, up to 120 MilligrAMS ...... eee eeeee K 1431 
SI ODIG cc sssesnonseoes Injection, asparaginase (ErwinaZe), 1,000 IU eee ecerereeeeeenteaeeeeeeenaueeseeseaeeaeesenennaees K 9289 
I9BOG .....ss0sc00c0se MANCHA AORIALEP ANNA IMA) osc sin son cecsices ooctsedsescaessacsuedesranacesauad soandsevenvacestneretavestoverersasssédusntecss K 1471 
OBIT ccsc.cceeeecact Esa FA KMDTGMIN EAS MENDES <i <u od csicics'y.cutcececncucy vast oaeaisasncecveidayanteacasvavusbessesauecoosices sosseceneuseocons N N/A 
AAS? 2 i..c6ssccseses GTATIK COTE POMSGUAME ICONMUIMEION «..s5scaysecsesdeseincessconsennstcerseoovovenanseacsasensatvesdecsussencadarsousensoeds N N/A 
QBASS cscscsesseetcss STADE, OM SGUATS COMUMBION, i ics. suiscsncstsccasassseccessienssesceccodaeseses sess onsnenesassodeecsaeassssesssoeesnses N N/A 





3. Drugs, Biologicals, and 
Radiopharmaceuticals With New or 
Continuing Pass-Through Payment 
Status in CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40993), we proposed to 
continue pass-through payment status 
in CY 2015 for 22 drugs and biologicals. 
None of these drugs and biologicals will 
have received OPPS pass-through 
payment for at least 2 years and no more 
than 3 years by December 31, 2014. 
These drugs and biologicals, which 


were approved for pass-through status 
between January 1, 2013 and July 1, 
2014, were listed in Table 34 of the 
proposed rule (79 FR 40994). The APCs 
and HCPCS codes for these drugs and 
biologicals approved for pass-through 
status through July 1, 2014 were 
assigned status indicator “G”’ in 
Addenda A and B to the proposed rule. 
Addenda A and B to the proposed rule 
are available via the Internet on the 
CMS Web site. 

Section 1833(t)(6)(D)(i) of the Act sets 
the amount of pass-through payment for 








pass-through drugs and biologicals (the 
pass-through payment amount) as the 
difference between the amount 
authorized under section 1842(o0) of the 
Act and the portion of the otherwise 
applicable OPD fee schedule that the 
Secretary determines is associated with 
the drug or biological. Payment for 
drugs and biologicals with pass-through 
status under the OPPS is currently made 
at the physician’s office payment rate of 
ASP+6 percent. We stated in the 
proposed rule that we believe it is 
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consistent with the statute to propose to 
continue to provide payment for drugs 
and biologicals with pass-through status 
at a rate of ASP+6 percent in CY 2015, 
which is the amount that drugs and 
biologicals receive under section 
1842(o0) of the Act. 

Therefore, for CY 2015, we proposed 
to pay for pass-through drugs and 
biologicals at ASP+6 percent, equivalent 
to the rate these drugs and biologicals 
would receive in the physician’s office 
setting in CY 2015. We proposed that a 
$0.00 pass-through payment amount 
would be paid for most pass-through 
drugs and biologicals under the CY 2015 
OPPS because the difference between 
the amount authorized under section 
1842(0) of the Act, which is ASP+6 
percent, and the portion of the 
otherwise applicable OPD fee schedule 
that the Secretary determines is 
appropriate, proposed at ASP+6 
percent, is $0. 

In the case of policy-packaged drugs 
(which include the following: Contrast 
agents; diagnostic radiopharmaceuticals; 
anesthesia drugs; drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure and drugs; and biologicals 
that function as supplies when used in 
a surgical procedure), we proposed that 
their pass-through payment amount 
would be equal to ASP+6 percent for CY 
2015 because, if not on pass-through 
status, payment for these products 
would be packaged into the associated 
procedure. 

In addition, we proposed to continue 
to update pass-through payment rates 
on a quarterly basis on the CMS Web 
site during CY 2015 if later quarter ASP 
submissions (or more recent WAC or 
AWP information, as applicable) 
indicate that adjustments to the 
payment rates for these pass-through 
drugs or biologicals are necessary. For a 
full description of this policy, we refer 
readers to the CY 2006 OPPS/ASC final 
rule with comment period (70 FR 68632 
through 68635). 

In CY 2015, as is consistent with our 
CY 2014 policy for diagnostic and 
therapeutic radiopharmaceuticals, we 
proposed to provide payment for both 
diagnostic and therapeutic 
radiopharmaceuticals that are granted 
pass-through payment status based on 
the ASP methodology. As stated above, 
for purposes of pass-through payment, 
we consider radiopharmaceuticals to be 
drugs under the OPPS. Therefore, if a 
diagnostic or therapeutic 
radiopharmaceutical receives pass- 
through payment status during CY 2015, 
we proposed to follow the standard ASP 
methodology to determine the pass- 
through payment rate that drugs receive 


under section 1842(0) of the Act, which 
is ASP+6 percent. If ASP data are not 
available for a radiopharmaceutical, we 
proposed to provide pass-through 
payment at WAC+6 percent, the 
equivalent payment provided to pass- 
through drugs and biologicals without 
ASP information. If WAC information 
also is not available, we proposed to 
provide payment for the pass-through 
radiopharmaceutical at 95 percent of its 
most recent AWP. 

Comment: Several commenters 
supported CMS’ proposal to provide 
payment at ASP+6 percent for drugs, 
biologicals, contrast agents, and 
radiopharmaceuticals that are granted 
pass-through payment status. A few 
commenters requested that CMS 
provide an additional payment for 
radiopharmaceuticals that are granted 
pass-through payment status. 

Response: As discussed above, the 
statute provides that mandated pass- 
through payment for pass-through drugs 
and biologicals for CY 2015 equals the 
amount determined under section 
1842(o) of the Act minus the portion of 
the otherwise applicable APC payment 
that CMS determines is associated with 
the drug or biological. Therefore, the 
pass-through payment is determined by 
subtracting the otherwise applicable 
payment amount under the OPPS 
(ASP+6 percent for CY 2015) from the 
amount determined under section 
1842(0) of the Act (ASP+6 percent). 

Regarding the commenters’ request 
that CMS provide an additional 
payment for radiopharmaceuticals that 
are granted pass-through payment 
status, we note that, for CY 2015, 
consistent with our CY 2014 payment 
policy for diagnostic and therapeutic 
radiopharmaceuticals, we proposed to 
provide payment for both diagnostic 
and therapeutic radiopharmaceuticals 
with pass-through payment status based 
on the ASP methodology. As stated 
above, the ASP methodology, as applied 
under the OPPS, uses several sources of 
data as a basis for payment, including 
the ASP, the WAC if the ASP is 
unavailable, and 95 percent of the 
radiopharmaceutical’s most recent AWP 
if the ASP and WAC are unavailable. 
For purposes of pass-through payment, 
we consider radiopharmaceuticals to be 
drugs under the OPPS. Therefore, if a 
diagnostic or therapeutic 
radiopharmaceutical receives pass- 
through payment status during CY 2015, 
we proposed to follow the standard ASP 
methodology to determine its pass- 
through payment rate under the OPPS to 
account for the acquisition and 
pharmacy overhead costs, including 
compounding costs. We continue to 
believe that a single payment is 


appropriate for diagnostic 
radiopharmaceuticals with pass-through 
payment status in CY 2015, and that the 
payment rate of ASP+6 percent (or 
payment based on the ASP 
methodology) is appropriate to provide 
payment for both the 
radiopharmaceutical’s acquisition cost 
and any associated nuclear medicine 
handling and compounding costs. We 
refer readers to section V.B.3. of this 
final rule with comment period for 
further discussion of payment for 
therapeutic radiopharmaceuticals based 
on ASP information submitted by 
manufacturers, and readers also may 
refer to the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to provide 
payment for drugs, biologicals, 
diagnostic and therapeutic 
radiopharmaceuticals, and contrast 
agents that are granted pass-through 
payment status based on the ASP 
methodology. If a diagnostic or 
therapeutic radiopharmaceutical 
receives pass- through status during CY 
2015, we will follow the standard ASP 
methodology to determine the pass- 
through payment rate that drugs receive 
under section 1842(o) of the Act, which 
is ASP+6 percent. If ASP data are not 
available for a radiopharmaceutical, we 
will provide pass-through payment at 
WAC+6 percent, the equivalent 
payment provided to pass-through drugs 
and biologicals without ASP 
information. If WAC information also is 
not available, we will provide payment 
for the pass-through 
radiopharmaceutical at 95 percent of its 
most recent AWP. 

As discussed in more detail in section 
]].A.3. of this final rule with comment 
period, we implemented a policy 
whereby payment for the following 
nonpass-through items is packaged into 
payment for the associated procedure: 
diagnostic radiopharmaceuticals; 
contrast agents; anesthesia drugs; drugs, 
biologicals, and radiopharmaceuticals 
that function as supplies when used in 
a diagnostic test or procedure; and drugs 
and biologicals that function as supplies 
when used in a surgical procedure. As 
stated earlier, pass-through payment is 
the difference between the amount 
authorized under section 1842(o) of the 
Act and the portion of the otherwise 
applicable OPD fee schedule that the 
Secretary determines is associated with 
the drug or biological. Because payment 
for a drug that is policy-packaged would 
otherwise be packaged if the product 
did not have pass-through payment 
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status, we believe the otherwise 
applicable OPPS payment amount 
would be equal to the policy-packaged 
drug APC offset amount for the 
associated clinical APC in which the 
drug or biological is utilized. The 
calculation of the policy-packaged drug 
APC offset amounts is described in more 
detail in section V.A.4. of this final rule 
with comment period. It follows that the 
copayment for the nonpass-through 
payment portion (the otherwise 
applicable fee schedule amount that we 
would also offset from payment for the 
drug or biological if a payment offset 
applies) of the total OPPS payment for 
those drugs and biologicals, therefore, 
would be accounted for in the 
copayment for the associated clinical 
APC in which the drug or biological is 
used. 

According to section 1833(t)(8)(E) of 
the Act, the amount of copayment 
associated with pass-through items is 
equal to the amount of copayment that 
would be applicable if the pass-through 
adjustment was not applied. Therefore, 
as we did in CY 2014, in the CY 2015 
OPPS/ASC proposed rule, we proposed 
to continue to set the associated 
copayment amount to zero for CY 2015 
for pass-through drugs and biologicals 
that would otherwise be packaged if the 
item did not have pass-through payment 
status. The 22 drugs and biologicals that 


we proposed would continue to have 
pass-through payment status for CY 
2015 or have been granted pass-through 
payment status as of January 2015 were 
shown in Table 34 of the proposed rule 
(79 FR 40994). 

Comment: Commenters supported the 
CY 2015 proposal to continue to set the 
associated copayment amounts for pass- 
through diagnostic 
radiopharmaceuticals and contrast 
agents that would otherwise be 
packaged if the product did not have 
pass-through payment status to zero. 
The commenters noted that this policy 
is consistent with statutory 
requirements and provides cost-saving 
benefits to Medicare beneficiaries. 

Response: We appreciate the 
commenters’ support of our proposal. 
As discussed in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40993 through 
40994), we believe that for drugs and 
biologicals that are ‘‘policy-packaged,”’ 
the copayment for the nonpass-through 
payment portion of the total OPPS 
payment for this subset of drugs and 
biologicals is accounted for in the 
copayment of the associated clinical 
APC in which the drug or biological is 
used. According to section 1833(t)(8)(E) 
of the Act, the amount of copayment 
associated with pass-through items is 
equal to the amount of copayment that 
would be applicable if the pass-through 


adjustment was not applied. Therefore, 
we believe that the copayment amount 
should be zero for drugs and biologicals 
that are “‘policy-packaged,”’ including 
diagnostic radiopharmaceuticals and 
contrast agents. We also believe that the 
copayment amount should be zero for 
anesthesia drugs that would otherwise 
be packaged if the item did not have 
pass-through payment status. 


After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to continue to set the 
associated copayment amount for pass- 
through diagnostic 
radiopharmaceuticals, contrast agents, 
and anesthesia drugs that would 
otherwise be packaged if the item did 
not have pass-through payment status to 
zero for CY 2015. 


The 35 drugs and biologicals that will 
continue to have pass-through payment 
status for CY 2015 or have been granted 
pass-through payment status as of 
January 1, 2015 are shown in Table 29 
below. As is our standard methodology, 
we annually review new permanent 
HCPCS codes and delete temporary 
HCPCS C-codes if an alternate 
permanent HCPCS code is available for 
purposes of OPPS billing and payment. 
Table 29 below includes those coding 
changes. 


TABLE 29—DRUGS AND BIOLOGICALS WITH PASS-THROUGH PAYMENT STATUS IN CY 2015 



























CY 2014 CY 2015 
HCPCS HCPCS CY 2015 Long descriptor CY 2015 CY 2015 

code code Sl APC 
A9520 ...... A9520 .......... Technetium Tc 99m tilmanocept, diagnostic, Up to 0.5 MIIICUTIES ....... eee ee eee eeeeeetee es G 1463 
WA esses AQS86 .....5.::. Florbetapir f18, diagnostic, per study dose, up to 10 MilliCUFIES oo... eect eeeeeee G 1664 
C9021 ....:. SOSOT ...205600- MASCUON: SIRNA, WO TAG) 0.22 55.ccccesecccssescsesgessscccas stesconcoacnaddsondeveiasnascseneatoccesacnss G 1476 
C9022 ...... ASL! a csseseoee INIBCHON WOIGSUNASO ANA, FING) ccscccscsescoscssecscsessacvecnssesncrsedoosanesnasenstessseearedoenssoctsesaoseracenaete G 1480 
C9023 ...... IBIAS ssceseose Injection, testosterone UNdeCanOate, 1 MG oui... cccseccseteeceeeseeeeteseetteeeettesesenseserseeeseeees G 1487 
C9025 ...... C9025 .......... BiAi SNAOTA SAINI RCGHT ARIA EAL) FNMA 2555255500502 ssnedeceskiesscduascietbeosasasueasaccesacordsansssenasyoversaneecerelcanyas G 1488 
C9026 ...... GODBG .....:;... MM OICISIA AVRMOUPAARDAEROTUININAL)) cass. 5 vies saacadnasansnsvendessons thicoassnseans prieipsdasedavesivossaedetdenerdacceapans G 1489 
DPA cass esacsec COG27 asic... CAILAGOTA OSHA LA HRS ERMADTAD, 1 ARG) vnc .gcc5.cskccssesssancocuns consessasvnndsasedesesovcaseueenvcenaponecenassvneacacands G 1490 
C9132 ...... CORB? inccc0:c Prothrombin complex concentrate (human), Kcentra, per i.u. of Factor IX activity ........ G 9132 
C9133 ...... SV2OO) 05.052: Factor ix (antihemophilic factor, recombinant), Rixubus, Per i.U oc eeeeceeeeeeeeees G 1467 
C9134 ...... S7ACT 2c... Injection, Factor XIII A-subunit, (recombinant), Per i.U oo... cee ceceteeccteeeeeseeeeesaeeeeaes G 1746 
C9135 ....... STOO osreccin. Injection, factor ix, fc fusion protein (recOMbinaNt), PEF i.U oo... ccc eeeeeteeeeeeeeeeaes G 1486 
NPS sccceccsees G9i86 ........ Injection, factor viii, f¢ fusion protein, (recombinant), Per i.U oo... ccc eee eeteeeeeeneeees G 1656 
C9441 ..... J1439 wu. injSCUON, FOMIC CAMDOXYMANOSE; VNG) ....056cis00s..cnccsecesccdscsesssssdcasssenssstaseensssosesertareesoswoseuee G 9441 
BONA civesecceess C9349 .......... FortaDerm, and FortaDerm Antimicrobial, any type, per square centimeter ..............0. G 1657 
INVA sssssssuees C9442 ......... Aah SstA Tara HSC NNA ASIA AO MIAN w. seascssassessnsevscuocesesecausnviesisesuconsuisvsedesesds.guerdetecwabscdseatsaecarcevaines G 1658 
INVA 2.004050. C9443 wu... MA SCHOMPRAUANICIA MONG: a... cccsssusscessoiscassdusiess vonsindsvedoocbun cuss vnebuaesdedaobbedicennentwasoneiuaes G 1659 
NYA .:...3ss050 C9444 wo. ARH Hatd OT sks Naa EAT AIGUT HAOMNI NG ois oan cous siccse'snnansndcsosassicnnnviscssouscseansscaeinuudesesssunsneaisbadaasvvessactens G 1660 
DTA ssccstnten C9446 uu... IAIDCUON; ASGIZONGMACSOMAIC VAG) osicicccscscissnvsacesovansosssnsncasearsessvorensiaseoassedesendanesnacsosoncers G 1662 
AN sick 2. dose C9447 wou... Injection, phenylephrine and ketorolac, 4 MI Vial... cece eeeeeeteseeeeeeeeeeeeesenens G 1663 
C9497 ...... COAT... ccss555. LOXADING; AMMAIGVON POWGEN, VOMMNG .2.cisccesccsssscseccnssvsersccosesesssosecoevaenecdercccesseccacesdsesessens G 9497 
J1446 ....... J1446 wo. INjJOCHON, THO-MIGMASHIM; S TICIOGIAMS ..2:......cs2cssesscccencssrssescssansncsascosscavenscssasssiesssncsenecedaes G 1477 
J1556 ....... OISSS. ....505.55 Injection, immune globulin (BivigaM), 500 MQ ......... ccc ecceeseceeseeteseeeeeeeteseeeenseteeeeeeenenes G 9130 
J3060 ....... JSOGBO 0555050 injection; taliglbCeraSe alia; WOMANS: <4. ccccescccssseccvesssscessenesevecserssovevensscosdscesteedesssachandies G 9294 
STBIUS ...02 DTBID. 000:005- PAHOTAAWCHTD AMOI BER ANAC) URN sca csecccnentsises sa causcsvnsiuuissanssasbosisnsbenesocbssodassescescelereresssneses G 1448 
J7316 ....... STBAG 25000058 MAISCUOM MOOT ASIA OMe ONG) <onsycceusssccdexscivesescsieitextascsessdeanssesstersennacsunsversaespieseatceenaes G 9298 
J7508 ....... J7SOB: 0505.5. Tacrolimus, Extended Release, Oral, 0.1 Mg .......cceesessescesssesessteesenessessnessssessseseeesenegs G 1465 
J9047 ....... J9047 .......... HAI DCUTA MC ATANPAOIAAID AMIR) cca sceussncarcscesxsnestansscessssdsvissassinests ovacavsnceddetassevnaveseacnovenssasersees G 9295 
J9262 ....... JS262 .........- Injection, omacetaxine Mepesuccinate, 0.01 MG ou... ecscecsesseectsseeeseseesessseessueeeeeaes G 9297 
J9354 ....... JBB54 <..0.530<¢ Injection, ado-trastuZzuMab EMtAanSiNe, 1 MG uu... eect eee eteeeeeeeeteaeeeeseaeeeeeeeeees G 9131 
J9371 «2... OBI) sccudseree Injection, Vincristine Sulfate LipOSOME, 1. MG ........ eee eeceeeseseesteeecteaeeeeaeeseseaeeseseaeeeeseaes G 1466 
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TABLE 29—DRUGS AND BIOLOGICALS WITH PASS-THROUGH PAYMENT STATUS IN CY 2015—Continued 












CY 2015 
HCPCS 
code 





CY 2014 
HCPCS 
code 






4. Provisions for Reducing Transitional 
Pass-Through Payments for Policy- 
Packaged Drugs and Biologicals To 
Offset Costs Packaged Into APC Groups 


a. Background 


Prior to CY 2008, diagnostic 
radiopharmaceuticals and contrast 
agents were paid separately under the 
OPPS if their mean per day costs were 
greater than the applicable year’s drug 
packaging threshold. In CY 2008 (72 FR 
66768), we began a policy of packaging 
payment for all nonpass-through 
diagnostic radiopharmaceuticals and 
contrast agents as ancillary and 
supportive items and services into their 


associated nuclear medicine procedures. 


Therefore, beginning in CY 2008, 
nonpass-through diagnostic 
radiopharmaceuticals and contrast 
agents were not subject to the annual 
OPPS drug packaging threshold to 
determine their packaged or separately 
payable payment status, and instead all 
nonpass-through diagnostic 
radiopharmaceuticals and contrast 
agents were packaged as a matter of 
policy. 

For CY 2014, in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 74925), we continued to package 
payment for all nonpass-through 
diagnostic radiopharmaceuticals, 
contrast agents, and anesthesia drugs, 
and we began packaging all nonpass- 
through drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure and drugs and biologicals 
that function as supplies when used in 
a surgical procedure. These packaging 
policies are codified at 42 CFR 419.2(b). 


b. Payment Offset Policy for Diagnostic 
Radiopharmaceuticals 


As previously noted, 
radiopharmaceuticals are considered to 
be drugs for OPPS pass-through 
payment purposes. As described above, 
section 1833(t)(6)(D)(i) of the Act 
specifies that the transitional pass- 
through payment amount for pass- 
through drugs and biologicals is the 
difference between the amount paid 
under section 1842(o0) of the Act and the 
otherwise applicable OPD fee schedule 


Injection, Ziv-Aflibercept, 1 mg 
Theraskin, per square centimeter 
Dermacell, per square centimeter 
Talymed, per square centimeter 


CY 2015 Long descriptor 


amount. Because a payment offset is 
necessary in order to provide an 
appropriate transitional pass-through 
payment, we deduct from the pass- 
through payment for diagnostic 
radiopharmaceuticals an amount 
reflecting the portion of the APC 
payment associated with predecessor 
radiopharmaceuticals in order to ensure 
no duplicate radiopharmaceutical 
payment is made. 


In CY 2009, we established a policy 
to estimate the portion of each APC 
payment rate that could reasonably be 
attributed to the cost of predecessor 
diagnostic radiopharmaceuticals when 
considering a new diagnostic 
radiopharmaceutical for pass-through 
payment (73 FR 68638 through 68641). 
Specifically, we use the policy-packaged 
drug offset fraction for APCs containing 
nuclear medicine procedures, calculated 
as 1 minus the following: The cost from 
single procedure claims in the APC after 
removing the cost for policy-packaged 
drugs divided by the cost from single 
procedure claims in the APC. To 
determine the actual APC offset amount 
for pass-through diagnostic 
radiopharmaceuticals that takes into 
consideration the otherwise applicable 
OPPS payment amount, we multiply the 
policy-packaged drug offset fraction by 
the APC payment amount for the 
nuclear medicine procedure with which 
the pass-through diagnostic 
radiopharmaceutical is used and, 
accordingly, reduce the separate OPPS 
payment for the pass-through diagnostic 
radiopharmaceutical by this amount. 
For CY 2015, as we did in CY 2014, we 
proposed to continue to apply the 
diagnostic radiopharmaceutical offset 
policy to payment for pass-through 
diagnostic radiopharmaceuticals. 


There is currently one diagnostic 
radiopharmaceutical with pass-through 
status under the OPPS. HCPCS code 
A9520 (Technetium Tc 99m 
tilmanocept, diagnostic, up to 0.5 
millicuries) was granted pass-through 
payment status beginning October 1, 
2013. We currently apply the 
established radiopharmaceutical 
payment offset policy to pass-through 
payment for this product. 










CY 2015 
APC 


1479 










Table 35 of the CY 2015 OPPS/ASC 
proposed rule (79 FR 40995) displayed 
the proposed APCs to which nuclear 
medicine procedures would be assigned 
in CY 2015 and for which we expect 
that an APC offset could be applicable 
in the case of diagnostic 
radiopharmaceuticals with pass-through 
status. 


Comment: A few commenters 
requested that CMS reinstate the ‘“‘FB’”’ 
modifier to specified nuclear medicine 
procedures in cases in which the 
diagnostic radiopharmaceutical is 
received at no cost or full credit. The 
commenters requested that the policy be 
maintained for CY 2015 and beyond. 


Response: As we discussed in the 
CY2014 OPPS/ASC final rule with 
comment period (78 FR 75016), our 
review of claims data showed that 
hospitals rarely received diagnostic 
radiopharmaceuticals at no cost or full 
credit. Therefore, we do not believe that 
the “FB” modifier policy is warranted 
for diagnostic radiopharmaceuticals. 


Comment: A few commenters agreed 
that pass-through payment status for 
HCPCS code A9520 should be extended 
for CY 2015. 


Response: We appreciate the 
commenters’ support. 


After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to continue to apply the 
diagnostic radiopharmaceutical offset 
policy to payment for pass-through 
diagnostic radiopharmaceuticals, as 
described in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40994 through 
40995). We will continue to reduce the 
payment amount for procedures in the 
APCs listed in Table 30 in this final rule 
with comment period by the full policy- 
packaged offset amount appropriate for 
diagnostic radiopharmaceuticals. 


Table 30 below displays the APCs to 
which nuclear medicine procedures will 
be assigned in CY 2015 and for which 
we expect that an APC offset could be 
applicable in the case of diagnostic 
radiopharmaceuticals with pass-through 
payment status. 
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TABLE 30—APCs TO WHICH A DIAG- 
NOSTIC RADIOPHARMACEUTICAL 
OFFSET MAY BE APPLICABLE IN CY 
2015 


——" CY 2015 APC title 

0308 ....... Positron Emission Tomography 
(PET) Imaging. 

OBTT 053. Level Il Cardiac Imaging. 

0378 ....... Level Il Pulmonary Imaging. 

0389 ....... Level | Non-imaging Nuclear 
Medicine. 

0390 ....... Level | Endocrine Imaging. 

0391 ....... Level Il Endocrine Imaging. 

0392 ....... Level Il Non-imaging Nuclear 
Medicine. 

O83 ....5<.. Hematologic Processing & Stud- 
ies. 

0394 ....... Hepatobiliary Imaging. 

0395 ....... GI Tract Imaging. 

0396 ....... Bone Imaging. 

0398 ........ Level | Cardiac Imaging. 

0400 ....... Hematopoietic Imaging. 

0401 ....... Level | Pulmonary Imaging. 

0402 ....... Level Il Nervous System Imaging. 

0408 ....... Level | Nervous System Imaging. 

0404 ....... Renal and Genitourinary Studies. 

0406 ....... Level | Tumor/Infection Imaging. 

0408 ....... Level Ill Tumor/Infection Imaging. 

0414 w.... Level Il Tumor/Infection Imaging. 





c. Payment Offset Policy for Contrast 
Agents 


Section 1833(t)(6)(D)(i) of the Act 
specifies that the transitional pass- 
through payment amount for pass- 
through drugs and biologicals is the 
difference between the amount paid 
under section 1842(o0) of the Act and the 
otherwise applicable OPD fee schedule 
amount. Because a payment offset is 
necessary in order to provide an 
appropriate transitional pass-through 
payment, we deduct from the pass- 
through payment for contrast agents an 
amount reflecting the portion of the 
APC payment associated with 
predecessor contrast agents in order to 
ensure no duplicate contrast agent 
payment is made. 

In CY 2010, we established a policy 
to estimate the portion of each APC 
payment rate that could reasonably be 
attributed to the cost of predecessor 
contrast agents when considering new 
contrast agents for pass-through 
payment (74 FR 60482 through 60484). 
Specifically, we use the policy-packaged 
drug offset fraction for procedural APCs, 
calculated as 1 minus the following: The 
cost from single procedure claims in the 
APC after removing the cost for policy 
packaged drugs divided by the cost from 
single procedure claims in the APC. To 
determine the actual APC offset amount 
for pass-through contrast agents that 
takes into consideration the otherwise 
applicable OPPS payment amount, in 
the CY 2015 OPPS/ASC proposed rule 


(79 FR 40995), we proposed to multiply 
the policy packaged drug offset fraction 
by the APC payment amount for the 
procedure with which the pass-through 
contrast agent is used and, accordingly, 
reduce the separate OPPS payment for 
the pass-through contrast agent by this 
amount. For CY 2015, as we did in CY 
2014, we proposed to continue to apply 
our standard contrast agents offset 
policy to payment for pass-through 
contrast agents (we refer readers to the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75017) for the 
final CY 2014 policy and the CY 2015 
OPPS/ASC proposed rule (79 FR 40995 
through 40996) for the proposed CY 
2015 policy). 

Although there are currently no 
contrast agents with pass-through 
payment status under the OPPS, we 
believe that a payment offset is 
necessary in the event that a new 
contrast agent is approved for pass- 
through status during CY 2015 in order 
to provide an appropriate transitional 
pass-through payment for new contrast 
agents. We proposed to identify 
procedural APCs for which we expect a 
contrast offset could be applicable in the 
case of a pass-through contrast agent as 
any procedural APC with a policy- 
packaged drug amount greater than $20 
that is not a nuclear medicine APC 
identified in Table 35 of the proposed 
rule, and these APCs were displayed in 
Table 36 of the proposed rule. The 
methodology used to determine a 
proposed threshold cost for application 
of a contrast agent offset policy is 
described in detail in the CY 2010 
OPPS/ASC final rule with comment 
period (74 FR 60483 through 60484). 
For CY 2015, we proposed to continue 
to recognize that when a contrast agent 
with pass-through status is billed with 
any procedural APC listed in Table 36 
of the proposed rule (79 FR 40995 
through 40996), a specific offset based 
on the procedural APC would be 
applied to payment for the contrast 
agent to ensure that duplicate payment 
is not made for the contrast agent. 


We did not receive any public 
comments on this proposal. Therefore, 
we are finalizing our proposal for CY 
2015 without modification. We will 
continue to recognize that when a 
contrast agent with pass-through 
payment status is billed with any 
procedural APC listed in Table 31 
below, a specific offset based on the 
procedural APC will be applied to the 
payment for the contrast agent to ensure 
that duplicate payment is not made for 
the contrast agent. 


TABLE 31—APCS TO WHICH A CON- 
TRAST AGENT OFFSET MAY BE AP- 
PLICABLE FOR CY 2015 








_—_ CY 2015 APC title 

0080 .....:. Diagnostic Cardiac Catheteriza- 
tion. 

0068 ....... Coronary Angioplasty, 
Valvuloplasty, and Level | 
Endovascular 
Revascularization. 

OO8S..s54. Vascular Reconstruction/Fistula 
Repair. 

D162 ss Level | Percutaneous Abdominal 
and Biliary Procedures. 

GATT cscs: Level | Echocardiogram With 
Contrast. 

OV7B: ...50. Level Il Echocardiogram With 
Contrast. 

0229) «4:5. Level II Endovascular 
Revascularization of the Lower 
Extremity. 

O278) ...::.. Diagnostic Urography. 

523: ae Level Il Angiography and 
Venography. 

0280) ...2.3:; Level Ill Angiography and 
Venography. 

0283 ....... Computed Tomography with Con- 
trast. 

0284 ....... Magnetic Resonance Imaging 
and Magnetic Resonance 
Angiography with Contrast. 

O333 > ..5:45: Computed Tomography without 
Contrast followed by Contrast. 

0334 ....... Combined Abdomen and Pelvis 
CT with Contrast. 

OBST ....5% Magnetic Resonance Imaging 
and Magnetic Resonance 
Angiography without Contrast 
followed by Contrast. 

OB75: .....5. Ancillary Outpatient Services 
When Patient Expires. 

OBE8S: :.:.... Cardiac Computed Tomographic 
Imaging. 

O36 ...:... Discography. 

0442 ....... Dosimetric Drug Administration. 

0662 ....... CT Angiography. 

0666 ........ Level | Angiography and 
Venography. 

8006 ........ CT and CTA with Contrast Com- 
posite. 

S008... .<: MRI and MRA _ with Contrast 
Composite. 


d. Payment Offset Policy for Drugs, 
Biologicals, and Radiopharmaceuticals 
That Function as Supplies When Used 
in a Diagnostic Test or Procedure and 
Drugs and Biologicals That Function as 
Supplies When Used in a Surgical 
Procedure 


Section 1833(t)(6)(D)(i) of the Act 
specifies that the transitional pass- 
through payment amount for pass- 
through drugs and biologicals is the 
difference between the amount paid 
under section 1842(0) of the Act and the 
otherwise applicable OPD fee schedule 
amount. In the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 
74925), we finalized our policy to 
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package drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure and drugs and biologicals 
that function as supplies when used in 
a surgical procedure. As a part of this 
policy, we specifically finalized that 
skin substitutes and stress agents used 
in myocardial perfusion imaging (MPI) 
be policy packaged in CY 2014, in 
addition to diagnostic 
radiopharmaceuticals, contrast agents, 
and anesthesia drugs (78 FR 75019). 
Because a payment offset is necessary in 
order to provide an appropriate 
transitional pass-through payment, we 
finalized a policy for CY 2014 to deduct 
from the pass-through payment for skin 
substitutes and stress agents an amount 
reflecting the portion of the APC 
payment associated with predecessor 
skin substitutes and stress agents in 
order to ensure no duplicate skin 
substitute or stress agent payment is 
made (78 FR 75019). 

In CY 2014, we established a policy 
to estimate the portion of each APC 
payment rate that could reasonably be 
attributed to the cost of predecessor skin 
substitutes or stress agents when 
considering a new skin substitute or 
stress agent for pass-through payment 
(78 FR 75019). Specifically, in the case 
of pass-through skin substitutes, we use 
the policy-packaged drug offset fraction 
for skin substitute procedural APCs, 
calculated as 1 minus the following: The 
cost from single procedure claims in the 
APC after removing the cost for policy- 
packaged drugs divided by the cost from 
single procedure claims in the APC. 
Because policy packaged 
radiopharmaceuticals also would be 
included in the drug offset fraction for 
the APC to which MPI procedures are 
assigned, in the case of pass-through 
stress agents, we use the policy- 
packaged drug offset fraction for the 
procedural APC, calculated as 1 minus 
the following: The cost from single 
procedure claims in the APC after 
removing the cost for policy-packaged 
drugs excluding policy-packaged 
diagnostic radiopharmaceuticals 
divided by the cost from single 
procedure claims in the APC. To 
determine the actual APC offset amount 
for pass-through skin substitutes and 
pass-through stress agents that takes 
into consideration the otherwise 
applicable OPPS payment amount, we 
multiply the policy-packaged drug offset 
fraction by the APC payment amount for 
the procedure with which the pass- 
through skin substitute or pass-through 
stress agent is used and, accordingly, 
reduce the separate OPPS payment for 
the pass-through skin substitute or pass- 





through stress agent by this amount (78 
FR 75019). In the CY 2015 OPPS/ASC 
proposed rule (79 FR 40996), for CY 
2015, as we did in CY 2014, we 
proposed to continue to apply the skin 
substitute and stress agent offset policy 
to payment for pass-through skin 
substitutes and stress agents. 

There are currently six skin 
substitutes (HCPCS codes Q4121, 
Q4122, Q4127, Q4131, Q4132, and 
Q4133) with pass-through payment 
status under the OPPS. We currently 
apply the established skin substitute 
payment offset policy to pass-through 
payment for these products. Table 37 of 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40996) displayed the proposed 
APCs to which skin substitute 
procedures would be assigned in CY 
2015 and for which we expect that an 
APC offset could be applicable in the 
case of skin substitutes with pass- 
through status. 

Although there are currently no stress 
agents with pass-through status under 
the OPPS, we believe that a payment 
offset is necessary in the event that a 
new stress agent is approved for pass- 
through status during CY 2015 in order 
to provide an appropriate transitional 
pass through payment for new stress 
agents. Table 38 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40996) 
displayed the proposed APCs to which 
MPI procedures would be assigned in 
CY 2015 and for which we expect that 
an APC offset could be applicable in the 
case of a stress agent with pass-through 
status. 

We did not receive any public 
comments on these proposals. 
Therefore, we are finalizing our 
proposal, without modification, to 
recognize that when a skin substitute 
with pass-through payment status is 
billed with any procedural APC listed in 
Table 32 below, a specific offset based 
on the procedural APC will be applied 
to the payment for the skin substitute to 
ensure that duplicate payment is not 
made for the skin substitute. In 
addition, when a stress agent with pass- 
through payment status is billed with 
any procedural APC listed in Table 33 
below, a specific offset based on the 
procedural APC will be applied to the 
payment for the stress agent to ensure 
that duplicate payment is not made for 
the stress agent. Table 32 below displays 
the APCs to which skin substitute 
procedures will be assigned in CY 2015 
and for which we expect that an APC 
offset could be applicable in the case of 
skin substitutes with pass-through 
payment status. Table 33 below displays 
the APCs to which MPI procedures will 
be assigned in CY 2015 and for which 
we expect that an APC offset could be 


applicable in the case of a stress agent 
with pass-through payment status. 


TABLE 32—APCS TO WHICH A SKIN 
SUBSTITUTE OFFSET MAY BE APPLI- 
CABLE FOR CY 2015 









CY 2015 


APC CY 2015 APC title 






Level IIl Skin Repair. 
Level IV Skin Repair. 





TABLE 33—APCS TO WHICH A 
STRESS AGENT OFFSET MAY BE 
APPLICABLE FOR CY 2015 









CY 2015 


APC CY 2015 APC title 








Cardiac Stress Tests. 
Level Il Cardiac Imaging. 





As we proposed, we will continue to 
post annually on the CMS Web site at 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/index.html a 
file that contains the APC offset 
amounts that will be used for that year 
for purposes of both evaluating cost 
significance for candidate pass-through 
device categories and drugs and 
biologicals and establishing any 
appropriate APC offset amounts. 
Specifically, the file will continue to 
provide the amounts and percentages of 
APC payment associated with packaged 
implantable devices, policy-packaged 
drugs, and threshold packaged drugs 
and biologicals for every OPPS clinical 
APC. 


B. OPPS Payment for Drugs, Biologicals, 
and Radiopharmaceuticals Without 
Pass-Through Payment Status 


1. Background 


Under the CY 2013 OPPS, we 
currently pay for drugs, biologicals, and 
radiopharmaceuticals that do not have 
pass-through payment status in one of 
two ways: as a packaged payment 
included in the payment for the 
associated service, or as a separate 
payment (individual APCs). We 
explained in the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18450) that we generally package the 
cost of drugs and radiopharmaceuticals 
into the APC payment rate for the 
procedure or treatment with which the 
products are usually furnished. 
Hospitals do not receive separate 
payment for packaged items and 
supplies, and hospitals may not bill 
beneficiaries separately for any 
packaged items and supplies whose 
costs are recognized and paid within the 
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national OPPS payment rate for the 
associated procedure or service. 
Packaging costs into a single aggregate 
payment for a service, procedure, or 
episode-of-care is a fundamental 
principle that distinguishes a 
prospective payment system from a fee 
schedule. In general, packaging the costs 
of items and services into the payment 
for the primary procedure or service 
with which they are associated 
encourages hospital efficiencies and 
also enables hospitals to manage their 
resources with maximum flexibility. 


2. Criteria for Packaging Payment for 
Drugs, Biologicals, and 
Radiopharmaceuticals 


a. Background 


As indicated in section V.B.1. of this 
final rule with comment period, in 
accordance with section 1833(t)(16)(B) 
of the Act, the threshold for establishing 
separate APCs for payment of drugs and 
biologicals was set to $50 per 
administration during CYs 2005 and 
2006. In CY 2007, we used the four 
quarter moving average Producer Price 
Index (PPI) levels for Pharmaceutical 
Preparations (Prescription) to trend the 
$50 threshold forward from the third 
quarter of CY 2005 (when the Pub. L. 
108-173 mandated threshold became 
effective) to the third quarter of CY 
2007. We then rounded the resulting 
dollar amount to the nearest $5 
increment in order to determine the CY 
2007 threshold amount of $55. Using 
the same methodology as that used in 
CY 2007 (which is discussed in more 
detail in the CY 2007 OPPS/ASC final 
rule with comment period (71 FR 68085 
through 68086)), we set the packaging 
threshold for establishing separate APCs 
for drugs and biologicals at $90 for CY 
2014. 

Following the CY 2007 methodology, 
for the CY 2015 OPPS/ASC proposed 
rule (79 FR 40997), we used the most 
recently available four quarter moving 
average PPI levels to trend the $50 
threshold forward from the third quarter 
of CY 2005 to the third quarter of CY 
2015 and rounded the resulting dollar 
amount ($91.46) to the nearest $5 
increment, which yielded a figure of 
$90. In performing this calculation, we 
used the most recent forecast of the 
quarterly index levels for the PPI for 
Pharmaceuticals for Human Use 
(Prescription) (Bureau of Labor Statistics 
(BLS) series code WPUSIO7003) from 
CMS’ Office of the Actuary (OACT). We 
refer below to this series generally as the 
PPI for Prescription Drugs. 

Based on the calculations described 
above, we proposed a packaging 
threshold for CY 2015 of $90. (Fora 


more detailed discussion of the OPPS 
drug packaging threshold and the use of 
the PPI for Prescription Drugs, we refer 
readers to the CY 2007 OPPS/ASC final 
rule with comment period (71 FR 68085 
through 68086).) 

Following the CY 2007 methodology, 
for this CY 2015 OPPS/ASC final rule 
with comment period, we used the most 
recently available four quarter moving 
average PPI levels to trend the $50 
threshold forward from the third quarter 
of CY 2005 to the third quarter of CY 
2015 and rounded the resulting dollar 
amount ($93.48) to the nearest $5 
increment, which yielded a figure of 
$95. In performing this calculation, we 
used the most recent forecast of the 
quarterly index levels for the PPI for 
Pharmaceuticals for Human Use 
(Prescription) (Bureau of Labor Statistics 
(BLS) series code WPUSIO7003) from 
CMS’ Office of the Actuary (OACT). 
Therefore, for this CY 2015 OPPS/ASC 
final rule with comment period, using 
the CY 2007 OPPS methodology, we are 
establishing a packaging threshold for 
CY 2015 of $95. 


b. Cost Threshold for Packaging of 
Payment for HCPCS Codes That 
Describe Certain Drugs, Certain 
Biologicals, and Therapeutic 
Radiopharmaceuticals (‘“Threshold- 
Packaged Drugs”’) 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 40997), to determine the 
proposed CY 2015 packaging status for 
all nonpass-through drugs and 
biologicals that are not policy packaged, 
we calculated, on a HCPCS code- 
specific basis, the per day cost of all 
drugs, biologicals, and therapeutic 
radiopharmaceuticals (collectively 
called ‘‘threshold-packaged”’ drugs) that 
had a HCPCS code in CY 2013 and were 
paid (via packaged or separate payment) 
under the OPPS. We used data from CY 
2013 claims processed before January 1, 
2014 for this calculation. However, we 
did not perform this calculation for 
those drugs and biologicals with 
multiple HCPCS codes that include 
different dosages, as described in 
section V.B.2.c. of the proposed rule, or 
for the following policy-packaged items 
that we proposed to continue to package 
in CY 2015: diagnostic 
radiopharmaceuticals; contrast agents; 
anesthesia drugs; drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure; and drugs and biologicals 
that function as supplies when used in 
a surgical procedure. 

In order to calculate the per day costs 
for drugs, biologicals, and therapeutic 
radiopharmaceuticals to determine their 
proposed packaging status in CY 2015, 





we used the methodology that was 
described in detail in the CY 2006 OPPS 
proposed rule (70 FR 42723 through 
42724) and finalized in the CY 2006 
OPPS final rule with comment period 
(70 FR 68636 through 68638). For each 
drug and biological HCPCS code, we 
used an estimated payment rate of 
ASP+6 percent (which is the payment 
rate we proposed for separately payable 
drugs and biologicals for CY 2015, as 
discussed in more detail in section 
V.B.3.b. of the proposed rule) to 
calculate the CY 2015 proposed rule per 
day costs. We used the manufacturer 
submitted ASP data from the fourth 
quarter of CY 2013 (data that were used 
for payment purposes in the physician’s 
office setting, effective April 1, 2014) to 
determine the proposed rule per day 
cost. 

As is our standard methodology, for 
CY 2015, we proposed to use payment 
rates based on the ASP data from the 
fourth quarter of CY 2013 for budget 
neutrality estimates, packaging 
determinations, impact analyses, and 
completion of Addenda A and B to the 
proposed rule (which are available via 
the Internet on the CMS Web site) 
because these were the most recent data 
available for use at the time of 
development of the proposed rule. 
These data also were the basis for drug 
payments in the physician’s office 
setting, effective April 1, 2014. For 
items that did not have an ASP-based 
payment rate, such as some therapeutic 
radiopharmaceuticals, we used their 
mean unit cost derived from the CY 
2013 hospital claims data to determine 
their per day cost. 

We proposed to package items with a 
per day cost less than or equal to $90, 
and identify items with a per day cost 
greater than $90 as separately payable. 
Consistent with our past practice, we 
crosswalked historical OPPS claims data 
from the CY 2013 HCPCS codes that 
were reported to the CY 2014 HCPCS 
codes that we displayed in Addendum 
B to the proposed rule (which is 
available via the Internet on the CMS 
Web site) for payment in CY 2015. 

Comment: The majority of the 
commenters opposed the continuation 
of the OPPS packaging threshold of $90 
for CY 2015. The commenters believed 
that, over the past 5 years, CMS has 
rapidly increased the packaging 
threshold, which contradicts 
Congressional intent. As such, the 
commenters recommended that CMS 
eliminate the packaging threshold and 
provide separate payment for all drugs 
with HCPCS codes or freeze the 
packaging threshold at the current level 
($90). 
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Response: As stated in the CY 2007 
OPPS/ASC final rule with comment 
period (71 FR 68086), we believe that 
packaging certain items is a 
fundamental component of a 
prospective payment system, that 
updating the packaging threshold of $50 
for the CY 2005 OPPS is consistent with 
industry and government practices, and 
that the PPI for Prescription Drugs is an 
appropriate mechanism to gauge Part B 
drug inflation. Therefore, because of our 
continued belief that packaging is a 
fundamental component of a 
prospective payment system that 
continues to provide important 
flexibility and efficiency in the delivery 
of high quality hospital outpatient 
services, we are not adopting 
commenters’ recommendations to pay 
separately for all drugs, biologicals, and 
radiopharmaceuticals for CY 2015 or to 
eliminate the packaging threshold or to 
freeze the packaging threshold at $90. 

Since publication of the CY 2015 
OPPS/ASC proposed rule, consistent 
with our policy of updating the 
packaging threshold with more recently 
available data for this final rule with 
comment period, we have again 
followed the CY 2007 methodology for 
CY 2015 and used updated four quarter 
moving average PPI index levels 
provided by the CMS Office of the 
Actuary to trend the $50 threshold 
forward from the third quarter of CY 
2005 to the third quarter of CY 2015. We 
then rounded the resulting updated 
dollar amount ($93.48) to the nearest $5 
increment, which yielded a figure of 
$95. Therefore, after consideration of 
the public comments we received, and 
consistent with our methodology for 
establishing the packaging threshold 
using the most recent PPI forecast data, 
we are adopting a CY 2015 packaging 
threshold of $95. 

Our policy during previous cycles of 
the OPPS has been to use updated ASP 
and claims data to make final 
determinations of the packaging status 
of HCPCS codes for drugs, biologicals, 
and therapeutic radiopharmaceuticals 
for the OPPS/ASC final rule with 
comment period. We note that it is also 
our policy to make an annual packaging 
determination for a HCPCS code only 
when we develop the OPPS/ASC final 
rule with comment period for the 
update year. Only HCPCS codes that are 
identified as separately payable in the 
final rule with comment period are 
subject to quarterly updates. For our 
calculation of per day costs of HCPCS 
codes for drugs and biologicals in this 
CY 2015 OPPS/ASC final rule with 
comment period, we used ASP data 
from the first quarter of CY 2014, which 
is the basis for calculating payment rates 


for drugs and biologicals in the 
physician’s office setting using the ASP 
methodology, effective July 1, 2014, 
along with updated hospital claims data 
from CY 2013. We note that we also 
used these data for budget neutrality 
estimates and impact analyses for this 
CY 2015 OPPS/ASC final rule with 


comment period. 
Payment rates for HCPCS codes for 


separately payable drugs and biologicals 
included in Addenda A and B to this 
final rule with comment period are 
based on ASP data from the second 
quarter of CY 2014. These data are the 
basis for calculating payment rates for 
drugs and biologicals in the physician’s 
office setting using the ASP 
methodology, effective October 1, 2014. 
These payment rates will then be 
updated in the January 2015 OPPS 
update, based on the most recent ASP 
data to be used for physician’s office 
and OPPS payment as of January 1, 
2015. For items that do not currently 
have an ASP-based payment rate, we 
recalculated their mean unit cost from 
all of the CY 2013 claims data and 
updated cost report information 
available for this CY 2015 final rule 
with comment period to determine their 
final per day cost. 

Consequently, the packaging status of 
some HCPCS codes for drugs, 
biologicals, and therapeutic 
radiopharmaceuticals in the CY 2015 
OPPS/ASC proposed rule may be 
different from the same drug HCPCS 
code’s packaging status determined 
based on the data used for this CY 2015 
OPPS/ASC final rule with comment 
period. Under such circumstances, we 
proposed to continue to follow the 
established policies initially adopted for 
the CY 2005 OPPS (69 FR 65780) in 
order to more equitably pay for those 
drugs whose cost fluctuates relative to 
the proposed CY 2015 OPPS drug 
packaging threshold and the drug’s 
payment status (packaged or separately 
payable) in CY 2014. Specifically, for 
CY 2015, consistent with our historical 
practice, we proposed to apply the 
following policies to these HCPCS codes 
for drugs, biologicals, and therapeutic 
radiopharmaceuticals whose 
relationship to the drug packaging 
threshold changes based on the updated 
drug packaging threshold and on the 
final updated data: 

e HCPCS codes for drugs and 
biologicals that were paid separately in 
CY 2014 and that were proposed for 
separate payment in CY 2015, and that 
then have per day costs equal to or less 
than the CY 2015 final rule drug 
packaging threshold, based on the 
updated ASPs and hospital claims data 
used for the CY 2015 final rule, would 


continue to receive separate payment in 
CY 2015. 

e HCPCS codes for drugs and 
biologicals that were packaged in CY 
2014 and that were proposed for 
separate payment in CY 2015, and that 
then have per day costs equal to or less 
than the CY 2015 final rule drug 
packaging threshold, based on the 
updated ASPs and hospital claims data 
used for the CY 2015 final rule, would 
remain packaged in CY 2015. 

e HCPCS codes for drugs and 
biologicals for which we proposed 
packaged payment in CY 2015 but then 
have per day costs greater than the CY 
2015 final rule drug packaging 
threshold, based on the updated ASPs 
and hospital claims data used for the CY 
2015 final rule, would receive separate 
payment in CY 2015. 

We did not receive any public 
comments on our proposal to apply the 
established policies initially adopted for 
the CY 2005 OPPS (69 FR 65780) in 
order to more equitably pay for those 
drugs whose cost fluctuates relative to 
the CY 2015 OPPS drug packaging 
threshold and the drug’s payment status 
(packaged or separately payable) in CY 
2013. Therefore, we are finalizing our 
proposal, without modification, for CY 
2015. 


c. High Cost/Low Cost Threshold for 
Packaged Skin Substitutes 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74938), we 
unconditionally packaged skin 
substitute products into their associated 
surgical procedures as part of a broader 
policy to package all drugs and 
biologicals that function as supplies 
when used in a surgical procedure. The 
adoption of this policy, to package all 
drugs and biologicals that function as 
supplies when used in a surgical 
procedure, followed these packaging 
policies: (1) Packaging of medical and 
surgical supplies into the related 
procedure under 42 CFR 419.2(b)(4) (68 
FR 18543); (2) packaging of implantable 
devices (68 FR 18444); and (3) 
packaging of implantable biologicals (73 
FR 68634). As noted in the CY 2014 
OPPS/ASC final rule with comment 
period, we believe these policies 
represented an example of a broader 
category of drugs and biologicals that 
should be packaged in the OPPS, that is, 
drugs and biologicals that function as 
supplies in a surgical procedure (78 FR 
74930). As part of the policy to finalize 
the packaging of skin substitutes, we 
also finalized a methodology that 
divides the skin substitutes into a high 
cost group and a low cost group, in 
order to ensure adequate resource 
homogeneity among APC assignments 
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for the skin substitute application 
procedures (78 FR 74933). For the CY 
2014 update, assignment to the high 
cost or low cost skin substitute group 
depended upon a comparison of the July 
2013 ASP+6 percent payment amount 
for each skin substitute to the weighted 
average payment per unit for all skin 
substitutes. The weighted average was 
calculated using the skin substitute 
utilization from the CY 2012 claims data 
and the July 2013 ASP+6 percent 
payment amounts. The high cost/low 
cost skin substitute threshold for CY 
2014 is $32 per cm?. Skin substitutes 
that had a July 2013 ASP+6 percent 
amount above $32 per cm? were 
classified in the high cost group, and 
skin substitutes that had a July 2013 
ASP+6 percent amount at or below $32 
per cm? were classified in the low cost 
group. Any new skin substitutes 
without pricing information are 
assigned to the low cost category until 
pricing information is available to 
compare to the $32 per cm? threshold 
for CY 2014. Skin substitutes with pass- 
through payment status are assigned to 
the high cost category, with an offset 
applied as described in section V.A.4.d. 
of the CY 2015 OPPS/ASC proposed 
rule (79 FR 40996). 

As discussed in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40998 
through 40999), after the effective date 
of the CY 2014 packaging policy, some 
skin substitute manufacturers brought 
the following issues to our attention 
regarding the CY 2014 methodology for 
determining the high cost/low cost 
threshold: 

e Using ASP to determine a product’s 
placement in the high or low cost 
category may unfairly disadvantage the 
limited number of skin substitute 
products that are sold in large sizes (that 
is, above 150 cm?). Large size skin 
substitute products are primarily used 
for burns that are treated on an inpatient 
basis. These manufacturers contend that 
nonlinear pricing for skin substitute 
products sold in both large and small 
sizes results in lower per cm? prices for 
large sizes. Therefore, the use of ASP 
data to categorize products into high 
and low cost categories can result in 
placement of products that have 
significant inpatient use of the large, 
lower-priced (per cm?) sizes into the 
low cost category, even though these 
large size products are not often used in 
the hospital outpatient department. 

e Using a weighted average ASP to 
establish the high/low cost categories, 
combined with the drug pass-through 
policy, will lead to unstable high/low 
cost skin substitute categories in the 
future. According to one manufacturer, 
under our CY 2014 policy, 


manufacturers with products on pass- 
through payment status have an 
incentive to set a very high price 
because hospitals are price-insensitive 
to products paid with pass-through 
payments. As these new high priced 
pass-through skin substitutes capture 
more market share, the weighted 
average ASP high cost/low cost 
threshold could escalate rapidly, 
resulting in a shift in the assignment of 
many skin substitutes from the high cost 
category to the low cost category. 

As stated in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40998), we agree 
with stakeholder concerns regarding the 
potential instability of the high/low cost 
categories associated with the drug pass- 
through policy, as well as stakeholder 
concerns about the inclusion of large- 
sized products that are primarily used 
for inpatients in the ASP calculation, 
when ASP is used to establish the high 
cost/low cost categories. As an 
alternative to using ASP data, we 
believe that establishing the high cost/ 
low cost threshold using an alternative 
methodology (that is, the weighted 
average mean unit cost (MUC) for all 
skin substitute products from claims 
data) may provide more stable high/low 
cost categories and will resolve the issue 
associated with large sized products 
because the MUC will be derived from 
hospital outpatient claims only. The 
threshold would be based on costs from 
hospital outpatient claims data instead 
of manufacturer reported sales prices 
that would not include larger sizes 
primarily used for inpatient burn cases. 

Therefore, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 40999), we 
proposed to maintain the high cost/low 
cost APC structure for skin substitute 
procedures in CY 2015. However, we 
proposed to revise the current 
methodology used to establish the high 
cost/low cost threshold, and to establish 
the high cost/low cost threshold based 
on the weighted average MUC for all 
skin substitutes using CY 2013 claims 
(which was proposed to be $27 per 
cm2). Skin substitutes with an MUC 
above $27 per cm? using CY 2013 
claims were proposed to be classified in 
the high cost group and those with an 
MUC at or below $27 per cm? were 
proposed to be classified in the low cost 
group. Table 39 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 40999) 
showed the CY 2014 high cost/low cost 
status for each skin substitute product 
and the proposed CY 2015 high cost/ 
low cost status based on the weighted 
average MUC threshold of $27. We 
proposed to continue the CY 2014 
policy that skin substitutes with pass- 
through payment status would be 
assigned to the high cost category for CY 


2015. Skin substitutes with pricing 
information but without claims data to 
calculate an MUC would be assigned to 
either the high or low cost category 
based on the product’s ASP+6 percent 
payment rate. If ASP is not available we 
would use WAC+6 percent or 95 
percent of AWP to assign a product to 
either the high cost or low cost category. 
We also proposed that any new skin 
substitute without pricing information 
be assigned to the low cost category 
until pricing information is available to 
compare to the CY 2015 threshold. 

Comment: Several commenters 
supported CMS’ proposal to revise the 
methodology used to establish the high 
cost/low cost threshold from an ASP- 
based methodology to a methodology 
based on the weighted average MUC for 
all skin substitutes using CY 2013 
claims data. The commenters agreed 
that the MUC methodology would 
promote stability of assignments to the 
high and low cost categories and not 
disadvantage certain skin substitutes 
that are sold in especially large sizes. 

Response: We appreciate the 
commenters’ support. 

Comment: Other commenters 
requested that CMS retain the ASP- 
based methodology for calculating the 
high cost/low cost threshold because, in 
their opinion, the ASP is a better metric 
for skin substitute costs than hospital 
outpatient claims data. 

Response: We disagree with the 
assertion that ASP better represents the 
hospital costs for skin substitutes than 
hospital claims data. ASP is a blend of 
sales prices from a variety of purchasers, 
including various nonhospital entities. 
ASP also excludes a significant number 
of hospital sales, for example sales to 
340B hospitals. Hospital claims data are 
specific to hospitals, and are used in 
assessing the costs of almost all other 
items and services in the OPPS, 
including other similar surgical 
supplies, such as implantable devices 
and implantable biologicals, which we 
package for payment purposes in the 
OPPS. Furthermore, as stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40998), we believe that using MUC will 
better promote stability versus ASP for 
high and low cost category assignments 
for skin substitutes, because ASP can be 
set very high by skin substitute 
manufacturers and disproportionally 
impact the threshold calculation. 

Comment: Two commenters 
recommended an alternative high cost/ 
low cost threshold calculation 
methodology. Instead of basing the 
threshold on the unit cost the 
commenters urged CMS to calculate the 
high cost/low cost threshold based on 
the total skin substitute costs per 
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patient, per day, which is currently the 
mechanism used to set the general OPPS 
drug, biological, and 
radiopharmaceutical packaging 
threshold, which was proposed as $90 
for CY 2015. These commenters 
believed that calculating the threshold 
cost per cm? does not accurately reflect 
the true cost of products as they are 
used clinically, and could result in 
displacing larger single-size skin 
substitutes approved through a 
Premarket Approval (PMA) into the 
low-cost skin substitute group beginning 
in CY 2016. They believed that this is 
partly a consequence of CMS’ broad 
categorization of products as skin 
substitutes that, according to the 
commenters, includes 510(k)-cleared 
wound dressings and human cell, 
tissue, and cellular and tissue-based 
products (HCT/Ps) under section 361 of 
the Public Health Service Act (PHSA) 
(for example, cadaver skin or placental 
tissue). According to these commenters, 
manufacturers of products regulated 
through these processes can market 
different sizes of their skin substitutes 
with greater ease than can 
manufacturers of skin substitutes 
approved through a PMA, who must 
reapply for an updated label through the 
FDA to change or add a different 
product size. The commenters are 
concerned that a unit cost threshold 
may result in large products with lower 
per cm? costs, but with higher total costs 
per case, being assigned to the low cost 
category in the future. One of these 
commenters, although generally 
supportive of the change from an ASP- 
based methodology to an MUC-based 
methodology, also submitted a 
hypothetical predictive model 
comparing per unit high cost/low cost 
calculations with per day threshold 
calculations for the various skin 
substitutes and requested that CMS 
adopt a per day high cost/low cost 
calculation methodology beginning in 
CY 2016 to prevent their skin 
substitutes from moving from the high 
cost to the low cost group in CY 2016. 

Response: As we explained in the CY 
2014 OPPS/ASC final rule with 


comment period, the FDA treatment of 
the various skin substitutes does not 
affect how skin substitutes are treated 
under our policy of packaging drugs and 
biologicals that function as supplies in 
a surgical procedure (78 FR 74932 
through 74933). The 61 skin substitutes 
listed in Table 34 below are available in 
many different sizes. Product sizing, 
product packaging, quantity per 
package, and other such individual 
product attributes are manufacturer 
business decisions that do not concern 
the agency. We also believe that the 
commenters’ analogy between the 
general drug, biological, and 
radiopharmaceutical packaging 
threshold and the high cost/low cost 
skin substitute threshold is imperfect. 
Per day costs are used for the general 
drug, biological, and 
radiopharmaceutical packaging 
threshold because this threshold applies 
to the entire spectrum of drugs, 
biologicals, and radiopharmaceuticals, 
which have a wide variety of dosing 
units and dose descriptors, among 
others, such that per unit comparisons 
are not possible and therefore a total per 
day dollar amount is calculated. On the 
contrary, skin substitutes divided into 
the high and low cost categories are all 
dosed per cm?, which is also the 
standard measurement for sizing 
wounds. Therefore, notwithstanding the 
various sizes of the 61 skin substitutes 
listed in Table 34, meaningful unit cost 
comparisons can be made for skin 
substitutes. As discussed earlier, we 
believe that the MUC methodology will 
help mitigate or eliminate the effect of 
high skin substitute ASPs on the high 
cost/low cost threshold. However, using 
a per day cost methodology as suggested 
by the commenters could adversely 
affect the majority of products that are 
tailored to the wound size. We will 
evaluate the per day cost methodology 
and compare it to the MUC 
methodology next year once CY 2014 
claims data are available. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to maintain the 
high cost/low cost APC structure for 


skin substitute procedures in CY 2015, 
and our proposal to revise the current 
methodology used to establish the high/ 
low cost threshold with the alternative 
MUC methodology. We also are 
finalizing for CY 2015 the policy that 
skin substitutes with pass-through 
payment status would be assigned to the 
high cost category. Skin substitutes with 
pricing information but without claims 
data to calculate an MUC will be 
assigned to either the high cost or low 
cost category based on the product’s 
ASP+6 percent payment rate. If ASP is 
not available, we will use WAC+6 
percent or 95 percent of AWP to assign 
a product to either the high cost or low 
cost category. We also are finalizing our 
proposal that any new skin substitutes 
without pricing information will be 
assigned to the low cost category until 
pricing information is available to 
compare to the CY 2015 threshold. New 
skin substitute manufacturers must 
submit pricing information to CMS no 
later than the 15th of the third month 
prior to the effective date of the next 
OPPS quarterly update. For example, for 
a new skin substitute with new pricing 
information to be included in the July 

1 OPPS update and designated as 
included in the high cost group, 
verifiable pricing information must be 
provided to CMS no later than April 15. 
Table 34 below shows the CY 2014 high 
cost/low cost status for each skin 
substitute product and the final CY 2015 
high cost/low cost status based on the 
weighted average MUC threshold of $25, 
which decreased slightly from the 
proposed $27 threshold due to updated 
final rule claims data. Skin substitutes 
with an MUC above $25 are assigned to 
the high cost group for CY 2015. For 
2014 there are 16 high cost skin 
substitutes and 27 low cost skin 
substitutes. For CY 2015, there are 62 
skin substitute codes, which represent 
the following products: 30 high cost 
skin substitutes; 24 low cost skin 
substitutes; 7 powdered, liquid, or 
micronized skin substitutes; and 1 
miscellaneous skin substitute code. 


TABLE 34—SKIN SUBSTITUTE ASSIGNMENTS TO HIGH COST AND LOW COST GROUPS 








CY 2015 HCPCS Code 





Apligraf 


SurgiMend, fetal 
SurgiMend, neonatal 
Integra Meshed Bil Wound Mat 
Skin substitute, NOS 


CY 2015 Short descriptor 


CY 2014 | CY 2015 








High/low | High/low 

status status 
— based on | based on 
g weighted | weighted 







ASP MUC 














ea N eds Je: 

giatiias 0.5 cm2 | N Low ........ | Low. 

tastes 1 cm? N Low ........ | High. 

euadaeas N/A ..... | N Low ........ | Low. 
1 cm? N High ....... High. 
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TABLE 34—SKIN SUBSTITUTE ASSIGNMENTS TO HIGH COST AND Low Cost GROUPS—Continued 







CY 2015 HCPCS Code 





CY 2015 Short descriptor 


Oasis wound matrix 
Oasis burn matrix 
Integra BMWD 
Integra DRT 
Dermagraft 
Graftjacket 
Integra Matrix 
Primatrix 
Gammagraft 
Cymetra injectable 
GraftUacket Xpress 
Integra Flowable Wound Matrix 
Alloskin 

Alloderm 
Hyalomatrix 
Matristem Micromatrix 
Matristem Wound Matrix 
Matristem Burn Matrix 
Theraskin 
Dermacell 
Alloskin 
Oasis Tri-layer Wound Matrix . 
Arthroflex 


Memoderm/derma/tranz/integup 


Talymed 
Flexhd/Allopatchhd/matrixhd ... 
Unite Biomatrix 
Epifix 
Grafix core 
Grafix prime 
HMatrix 

Mediskin 
EZderm 

Amnioexcel or Biodexcel, 1cm 
BioDfence DryFlex, 1cm 
Amniomatrix or Biodmatrix, 1¢c 
Biodfence icm 
Alloskin ac, 1. cm 
Xcm biologic tiss matrix 1cm .. 
Repriza, 1cm 
Epifix, 1mg 

Tensix, 1cm 
Architect ecm px fx 1 sqcm ... 
Neox 1k, 1cm 
Excellagen, 0.1 cc 
Allowrap DS or Dry 1 sqcem ... 
AmnioBand, Guardian 1 sq cm 
Dermapure 1 square cm 
Dermavest 1 square cm 
Biovance 1 square cm 
NeoxFlo or ClarixFlo 1 mg 
Neox 100 1 square cm 
Revitalon 1 square cm 
MariGen 1 square cm 

Affinity 1 square cm 
NuShield 1 square cm 
Fortaderm, fortaderm antimic .. 





HCPCS 
Code 
dosage 


1 cm2.. 
1cm2.. 
1cm2.. 
1 cm? .. 
1 cm .. 
1 cm? .. 
1 cm? .. 
1 cm? .. 
1 com2.. 
VCO cc. 
1 CS. ici 
1 CG. ak. 
Tone .. 
1cm2.. 
1 com2.. 
+ mig .... 
1 cm? .. 
1 cm? .. 
1om.. 
1 cm2.. 
1cm2.. 
1 cm? .. 
1com2.. 
1 ome .. 
1 cm2.. 
1 cm2.. 
1 cm? .. 
1cm2.. 
1 cm? .. 
1cm2.. 
1cm2.. 
1 cm? .. 
Tome .. 
1 cm? .. 
1 cm2 .. 
WO: 6. 
1com2.. 
1com2.. 
1om2.. 
Tce .. 
1mg ... 
1 cm2.. 
1cm?.. 
1om2.. 
0.1 cc 

1cm?.. 
1cm2.. 
1cm?.. 
1cm2.. 
1cm2.. 
1 mg ... 
1 cm2.. 
1 cm? .. 
1cm2.. 
1com2.. 
1com2.. 
1cm2.. 





2015 


Q2Z222222222 222222222222 2222Z22222290 2222900222222 222222222222 


SI 








CY 2014 
High/low 
status 
based on 
weighted 
ASP 






CY 2015 
High/low 
status 
based on 
weighted 
MUC 






Low. 
Low. 
High. 
High. 
High. 
High. 
High. 
High. 
Low. 
N/A. 
N/A. 
N/A. 
Low. 
High. 
Low. 
N/A. 
Low. 
Low. 
High. 
High. 
High. 
Low. 
High. 
High. 
High. 
High. 
High. 
High. 
High. 
High. 
High. 
Low. 
Low. 
High. 
High. 
N/A. 
High. 
Low. 
Low. 
Low. 
N/A. 
Low. 
High. 
High. 
N/A. 
Low. 
Low. 
Low. 
Low. 
High. 
N/A. 
High. 
Low. 
Low. 
Low. 
High. 
High. 








d. Pass-Through Evaluation Process for 


Skin Substitutes 


At the beginning of the OPPS, skin 
substitutes were originally evaluated for 
pass-through status using the medical 


payment status 
biological, and 


there were two 


device pass-through process (65 FR 


67839). Since mid-2001, skin substitutes 
have been evaluated for pass-through 


pass-through payment process. In 2001, 


through the drug, 
radiopharmaceutical 


distinct HCPCS codes 


describing skin substitutes. For the CY 
2015 update, there are 61 distinct 
HCPCS codes describing skin 
substitutes (not including the not 
otherwise classified HCPCS code, 
Q4100), and of these 61 products, 18 
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products that are listed in Table 35 





below have had, currently have, or will 
have pass-through payment status. 


TABLE 35—SKIN SUBSTITUTES THAT HAVE HAD, CURRENTLY HAVE, OR WILL HAVE PASS-THROUGH PAYMENT STATUS 


CY 2015 
HCPCS code 
COSBS vcs sccccsei SurgiMend, fetal 
COBO sue cesees SurgiMend, neonatal 
GIGS cicecisesnss Integra Meshed Bil Wound Mat 
COGAD saisnsavaess FortaDerm, FortaDerm Antimic 
QAION ...02<5i000: Apligraf 
Q4104 we. 
CATES: sccessnee 
Q410G6 «..5:.6.260: 
CIO aicsscccscus Graftjacket 
QATOS  ...scccse0n. Integra matrix 
GANG: ..c...00055. Primatrix 
CATED, cccssccaess 
(2! C7 ener Dermacell 
CAVZA srsescececes Oasis tri-layer wound matrix 
CHAE i snscanosss 
GATED cicccssecss. 
CAVES sn. cccicecs- 
CA Ges 





As discussed earlier, and as we stated 
in the CY 2015 OPPS/ASC proposed 
rule (79 FR 40999 through 41001) and 
in the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 74938), we 
packaged all skin substitutes not on 
pass-through payment status under the 
policy that packages all drugs and 
biologicals that function as supplies 
when used in a surgical procedure (78 
FR 74938), because we consider skin 
substitutes to be a type of surgical 
supply in the HOPD. The adoption of 
the policy to package all drugs and 
biologicals that function as supplies 
when used in a surgical procedure, 
followed the packaging policies for 
implantable biologicals, implantable 
devices, and more broadly, the policy to 
package medical and surgical supplies 
into the related procedure under 42 CFR 
419.2(b)(4). Further, as noted in the CY 
2014 OPPS/ASC final rule with 
comment period, we believe these 
policies represented an example of a 
broader category of drugs and 
biologicals that should be packaged in 
the OPPS, that is, drugs and biologicals 
that function as supplies in a surgical 
procedure (78 FR 74930). 


Separately, in the CY 2010 OPPS/ASC 
final rule with comment period, we 
finalized a policy to evaluate 
implantable biologicals that are 
surgically inserted or implanted 
(through a surgical incision or a natural 
orifice) for pass-through payment 
through the medical device pass- 
through evaluation process, because 
implantable biologicals function as 
implantable devices (74 FR 60473), 
which have historically been considered 


CY 2015 short descriptor 


AUTEN ew RSI bcc esssxvencsacsennasacivdarsoadsssucnascedadscoutesdareuasudwesadeseadcdscunedwadsaddagsadsaneddsratuawund eaddasnauasaadasxanavasaceaWivandaiaaekia 
PNR RU scenes cdeicduiicalac cuca uestn dactsatidadaatsncs cnsduacenienea dues slauacidudgasasdisute kandacsheivadasansdacadiad 1 Uygeastenieadaassdaaaanataapercssuaiaes 
BRC NUUNRNEM ENE oe asics sca cesncgucetdassdcuuateecsier Gaqsteedazaca wiedecscasecasdedaceadtase (anduadundaseucucteasdiadadeensiaeal sivas taasatthogs ddcditavelgendavaasastAgeets 


I ncssscnccisseschcsslescjsacsetestesoaieaisipeesaasdtesaset aati laacheteaioabandaseadmiaeaca alam 


WRUNIIRCD csc a esos dpe cuteivaceas idavudis desecou sda ypigusaardauccaasanseusausvsanedesscscnsblataadtestisats ati ses ude aaadaesaple tua are ae 
EEN occas es sana ev sceca ie ceca cada bc ned oesiosvatRana da aaalgu sa Cau tad ade gh cd tad aaud cade ohana dae N a aa AAAs SARA aa eT adaTE eA NNT 
A CII ok css hn pasta detec da aad Bios ca caked eae adda Sada Raa Raa aA LAA TANGA HR ACG LAIN TAAL ET na 
COUT NNER sisi cies caida Saasscieaidracticastacsatends sda deudeaeciacuidsigaasudauaacaciacaadedatecdsdrasuaviquasia uaaladaes demote ae vadiaads audanedalesdudeass 


supplies in the OPPS (65 FR 18443), and 
have been evaluated for pass-through 
payment through the medical device 
pass-through evaluation process since 
CY 2010. As noted earlier, the finalized 
packaging policy in the CY 2014 OPPS/ 
ASC final rule with comment period to 
package all drugs and biologicals that 
function as supplies when used in a 
surgical procedure included skin 
substitutes as a type of surgical supply, 
and, notably, the similarities between 
implantable biologicals and skin 
substitutes were a key factor in 
packaging (like we did beginning in 
2009 with implantable biologicals) skin 
substitutes into the associated surgical 
procedure (78 FR 74932). We also note 
that many skin substitutes are FDA- 
approved or cleared as devices, even 
though skin substitutes have 
traditionally been treated as biologicals 
under the OPPS. The similarities 
between these classes of products 
(implantable devices, implantable 
biologicals, and skin substitutes) 
informed our proposal to similarly treat 
applications for pass-through payment 
for skin substitutes using the OPPS 
device pass-through process, described 
below. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41000), we proposed that 
applications for pass-through payment 
for skin substitutes be evaluated using 
the medical device pass-through process 
and payment methodology. As a result 
of this proposal, we proposed that the 
last skin substitute pass-through 
applications evaluated using the drug 
and biological pass-through payment 
evaluation process would be those with 


Pass-through 
expiration date 


12/31/2010 
12/31/2011 
12/31/2011 
12/31/2017 
12/31/2002 
12/31/2006 
12/31/2006 
03/31/2005 
12/31/2006 
12/31/2010 
12/31/2008 
12/31/2016 
12/31/2015 
12/31/2013 
12/31/2015 
12/31/2014 
12/31/2014 
12/31/2014 





an application deadline of the first 
business date in September 2014, and 
an effective date of January 1, 2015. In 
light of this proposal, we would change 
the December 1, 2014 pass-through 
payment application deadline (for an 
effective date of April 1, 2015) for both 
drugs and biologicals and devices to 
January 15, 2015, in order to provide 
sufficient time for applicants to adjust to 
the new policies and procedures in 
effect as of January 1, 2015. Any 
applications submitted after the first 
business date in September 2014, 
through January 15, 2015, would be 
evaluated for the April 1, 2015 cycle. 
We believe that requiring skin 
substitutes seeking pass-through 
payment to use the OPPS device pass- 
through evaluation process is more 
appropriate because, although skin 
substitutes have characteristics of both 
surgical supplies and biologicals, we 
believe skin substitutes are best 
characterized as surgical supplies or 
devices because of their required 
surgical application and because they 
share significant clinical similarity with 
other surgical devices and supplies, 
including implantable biologicals. 
Therefore, we stated in the proposed 
rule that if this proposal is finalized, 
beginning with applications seeking 
pass-through payment effective April 1, 
2014, new skin substitutes would no 
longer be eligible to submit biological 
pass-through applications; rather, such 
applications for pass-through payment 
would be evaluated using the medical 
device pass-through payment evaluation 
process, for which payment is based on 
charges reduced to cost from claims. We 
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refer readers to the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/ to view the 
device pass-through payment 
application requirements and review 
criteria that would apply to the 
evaluation of all skin substitute product 
applications for pass-through payment 
status beginning on or after January 1, 
2015. Those skin substitutes that are 
approved for pass-through payment 
status as biologicals effective on or 
before January 1, 2015, would continue 
to be paid as pass-through biologicals 
for the duration of their period of pass- 
through payment. 


We also proposed to revise our 
regulations at §§ 419.64 and 419.66 to 
reflect this proposed new policy. 
Specifically, we proposed to revise 
§ 419.64 by deleting the existing 
paragraph (a)(4)(iv) text because it is 
currently outdated and adding new text 
at paragraph (a)(4)(iv) to exclude skin 
substitutes from consideration for drug 
and biological pass-through payment. 
We proposed to modify the regulation at 
§ 419.66(b)(3) to add that a pass-through 
device may be applied in or on a wound 
or other skin lesion, and we proposed to 
simplify the language that ‘“‘whether or 
not it remains with the patient when the 
patient is released from the hospital”’ to 
read ‘either permanently or 
temporarily.”’ We also proposed to 
delete the current example in 
§ 419.66(b)(4)(iii) of the regulations 
regarding the exclusion of materials, for 
example, biological or synthetic 
materials, that may be used to replace 
human skin from device pass-through 
payment eligibility. We invited public 
comment on these proposals. 


Comment: Several commenters 
supported CMS’ proposal to evaluate 
skin substitute pass-through 
applications through the medical device 
pass-through process and pay for pass- 
through skin substitutes according to 
the medical device pass-through 
payment methodology beginning 
January 1, 2015. The commenters 
believed that this policy change will 
limit instability in the high cost/low 
cost groups from pass-through skin 
substitutes with very high ASPs. The 
commenter stated that instability could 
occur because manufacturers set ASP 
and hospitals are relatively insensitive 
to price for separately paid pass-through 
skin substitutes. Therefore, the 
commenter added, a new high priced 
pass-through skin substitute could gain 
significant sales and move the high cost/ 
low cost threshold significantly higher 
from year to year. 





Response: We agree with the 
commenters and appreciate their 
support. 

Comment: Several commenters 
opposed CMS’ proposal to evaluate skin 
substitute pass-through applications 
through the medical device pass- 
through process. Some of these 
commenters argued that CMS lacks the 
authority to change the process for 
evaluating skin substitute pass-through 
applications. The commenters also 
believed that biologicals approved by 
the FDA under section 351 of the PHSA 
(those approved by the FDA under 
biologics license applications (BLAs)) 
cannot be treated as devices for pass- 
through payment evaluation purposes 
according to the Social Security Act and 
Congressional intent. The commenters 
also claimed that changing the pass- 
through payment process for skin 
substitutes will stifle innovation of new 
wound care products. 

Response: We disagree with the 
commenters’ assertion that the agency 
lacks the authority to change the process 
for evaluating skin substitutes for pass- 
through and that biologicals approved 
by the FDA under section 351 of the 
PHSA (BLA process) cannot be treated 
as devices for pass-through payment 
evaluation purposes according to the 
Social Security Act and Congressional 
intent. As we stated in the 2010 OPPS 
final rule in response to a similar 
comment on the proposal to change the 
pass-through evaluation process for 
implantable biologicals: ‘““We do not 
agree with the commenters who asserted 
that Congress intended biologicals 
approved under BLAs to be paid under 
the specific OPPS statutory provisions 
that apply to SCODs, including the pass- 
through provisions” (74 FR 60476). 
Similarly, Congress did not specify that 
we must pay for skin substitutes as 
separately payable biologicals rather 
than devices or supplies, if they also 
meet our criteria for payment as a 
device. We believe that skin substitutes 
can satisfy the definitions applied under 
the OPPS of a device or supply and a 
biological and that, for OPPS payment 
purposes, it is appropriate for us to 
consider skin substitutes as devices or 
supplies under both pass-through and 
nonpass-through payment policies, and 
not as separately payable biologicals. 
For example, beginning in CY 2014, we 
package the costs of skin substitutes into 
the costs of the surgical procedures in 
which they are used, as we do for 
implantable biologicals and other 
implantable devices. Therefore, we do 
not believe that we must pay for skin 
substitutes under our OPPS payment 
methodologies for separately payable 


biologicals, rather than our device 
payment methodologies. 

In addition, for the skin substitute 
packaging policy, in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 74933), we stated the following: ‘““We 
do not believe that the FDA approval 
process should exempt products from 
this packaging proposal or factor into 
the level of Medicare payment.” 
Similarly, regarding our proposal to 
change the pass-through payment 
evaluation process and payment 
methodology for skin substitutes from 
the drug and biological process to the 
device process, we also believe that any 
particular FDA approval process should 
not exempt such products that 
appropriately fall under the category of 
skin substitutes under the OPPS from 
the application of this pass-through 
payment proposal or direct which pass- 
through payment evaluation process 
must be used. 

Notably, none of the current 61 skin 
substitute products described by 
distinct HCPCS codes and listed in 
Table 35 above have been approved by 
FDA under section 351 of the PHSA. 
This fact is somewhat counterintuitive, 
as biologics or biologicals or biological 
products are most commonly 
understood to be products approved by 
the FDA under section 351 of the PHSA. 
Current skin substitute products’ FDA 
classifications include a variety of Class 
Ill medical devices, Class Il medical 
devices, and HCT/Ps under section 361 
of the PHSA, which are tissue bank 
materials not subject to FDA approval 
requirements. We also note that whether 
a future wound healing product is 
described by the OPPS packaged 
category of products described in 42 
CFR 419.2(b)(16) as “skin substitutes 
and similar products that aid wound 
healing” will depend upon the 
particular characteristics of the future 
product. We do not intend for the 
category of products described as “skin 
substitutes and similar products that aid 
wound healing” to necessarily include 
all products with a wound healing 
indication. However, if a new wound 
healing product, regardless of FDA 
approval or clearance type, fits with the 
‘skin substitutes and similar products 
that aid wound healing” category of 
products, all of the applicable OPPS 
policies that apply to “skin substitutes 
and similar products that aid wound 
healing” would also apply to the new 
wound healing product. 

Finally, we do not believe that this 
policy will stifle innovation of new skin 
substitutes, as new skin substitutes that 
can demonstrate a substantial clinical 
improvement over current wound 
treatments could receive pass-through 


66888 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 








status as a device. In addition, there are 
currently 61 distinct HCPCS codes for 
various skin substitutes. Of these 61 
products, only 18 (30 percent) have had, 
currently have, or will have pass- 
through payment status granted through 
the drug and biological pass-through 
payment process. Therefore, pass- 
through payment does not appear to be 
necessary for the commercialization of 
these products, which have (in terms of 
distinct HCPCS codes describing them) 
expanded significantly from 2 skin 
substitutes in CY 2001 to 61 skin 
substitutes in CY 2015. Furthermore, we 
have not restricted access to the high 
cost skin substitute group, and we have 
only required manufacturers of new 
skin substitutes to submit pricing 
information for assignment to the high 
cost group of skin substitutes. For these 
reasons, we do not believe that any CMS 
OPPS payment policies will stifle 
innovation or impede the development 
of new skin substitutes. 

Comment: One commenter was 
concerned that the substantial clinical 
improvement criterion for medical 
device pass-through places an unduly 
high burden on new skin substitute 
products. The commenter believed that 
this requirement is ‘‘incompatible with 
skin substitute products, which are not 
required to submit efficacy data to the 
Food and Drug Administration.” This 
commenter also disagreed with CMS’ 
proposal to not accept any skin 
substitute applications though the drug 
and biological pass-through payment 
process after September 1, 2014, and to 
move the final pass-through payment 
deadline for drug and biologicals and 
devices from December 1, 2014, to 
January 15, 2015. The commenter 
requested that additional guidance on 
substantial clinical improvement be 
provided specifically for application to 
skin substitute products, beyond that 
described in the November 2, 2001, 
interim final rule with comment period 
entitled “Medicare Program— 
Prospective Payment System for 
Hospital Outpatient Services: Criteria 
for Establishing Additional Pass- 
Through Categories for Medical 
Devices” (66 FR 55850). 

Response: The comment that FDA 
does not require submission of efficacy 
data for skin substitute products is 
overly simplified. The different skin 
substitute products that have been 
identified in Table 35 above are subject 
to different FDA regulatory 
requirements (that is, based on review 
by CBER versus CDRH, regulatory 
classification and claims). 

FDA/CDRH draws a distinction 
between wound dressing devices 
intended only to serve as a wound 





covering versus products intended to 
promote wound healing. Those devices 
that are intended to promote wound 
healing are subject to Premarket 
Approval (PMA) and require clinical 
data to support safety and effectiveness 
of the device. Those devices that are 
intended to serve as a wound covering 
are subject to Premarket Notification 
(510(k)) and require demonstration of 
substantial equivalence (that is, the 
device demonstrates that it is as safe 
and effective as a legally marketed 
predicate device). Generally, substantial 
equivalence in safety and effectiveness 
is demonstrated through comparative 
bench and animal studies and leveraged 
with historical clinical effectiveness 
data for similar devices. The weakness 
of the evidence for many skin substitute 
products has been documented in two 
recent technology assessments by the 
Agency for Healthcare Research and 
Quality. However, different pre-market 
data requirements for skin substitute 
products regulated by FDA should not 
excuse these products from the 
substantial clinical improvement pass- 
through criterion for device pass- 
through payment. Pass-through payment 
status is not intended to be granted to 
every new product, but only to those 
that satisfy the pass-through payment 
requirements. As stated in the CY 2001 
OPPS interim final rule: ‘We believe it 
is important for hospitals to receive 
pass-through payments for devices that 
offer substantial clinical improvement 
in the treatment of Medicare 
beneficiaries to facilitate access by 
beneficiaries to the advantages of the 
new technology. Conversely, the need 
for additional payments for devices that 
offer little or no clinical improvement 
over a previously existing device is less 
apparent” (66 FR 55852). 

Regarding the requirements for 
satisfying the substantial clinical 
improvement criterion, we believe that 
the list on page 55852 of the CY 2001 
OPPS interim final rule suffices. For 
example, among the items listed is: 
“More rapid beneficial resolution of the 
disease process treated because of the 
use of the device.” If a new skin 
substitute demonstrated improved 
wound healing compared to existing 
wound treatments, it could potentially 
qualify for pass-through as a medical 
device, assuming that the skin substitute 
is not described by an expired pass- 
through payment device category. 

Finally, we believe that sufficient 
notice was provided of this policy 
change in the CY 2015 OPPS/ASC 
proposed rule, and that accepting drug 
and biological applications through the 
first business date of September 2014 
deadline for a January 1, 2015 pass- 


through payment effective date is a fair 
application of a policy that takes effect 
on January 1, 2015. The regular 
December 1, 2014 application deadline, 
which is being extended to January 15, 
2015 for this cycle, was for pass-through 
payment applications with an earliest 
effective date of April 1, 2015, which is 
well past the effective date of this new 
policy. 

After consideration of the public 
comments we received, we are 
finalizing our proposal for applications 
seeking pass-through payment for skin 
substitute and similar wound healing 
products effective beginning April 1, 
2015, to apply using the medical device 
pass-through evaluation process. 


e. Packaging Determination for HCPCS 
Codes That Describe the Same Drug or 
Biological but Different Dosages 


In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66776), we 
began recognizing, for OPPS payment 
purposes, multiple HCPCS codes 
reporting different dosages for the same 
covered Part B drugs or biologicals in 
order to reduce hospitals’ administrative 
burden by permitting them to report all 
HCPCS codes for drugs and biologicals. 
In general, prior to CY 2008, the OPPS 
recognized for payment only the HCPCS 
code that described the lowest dosage of 
a drug or biological. During CYs 2008 
and 2009, we applied a policy that 
assigned the status indicator of the 
previously recognized HCPCS code to 
the associated newly recognized code(s), 
reflecting the packaged or separately 
payable status of the new code(s). 

In the CY 2010 OPPS/ASC final rule 
with comment period (74 FR 60490 
through 60491), we finalized a policy to 
make a single packaging determination 
for a drug, rather than an individual 
HCPCS code, when a drug has multiple 
HCPCS codes describing different 
dosages because we believed that 
adopting the standard HCPCS code- 
specific packaging determinations for 
these codes could lead to inappropriate 
payment incentives for hospitals to 
report certain HCPCS codes instead of 
others. We continue to believe that 
making packaging determinations on a 
drug-specific basis eliminates payment 
incentives for hospitals to report certain 
HCPCS codes for drugs and allows 
hospitals flexibility in choosing to 
report all HCPCS codes for different 
dosages of the same drug or only the 
lowest dosage HCPCS code. Therefore, 
in the CY 2015 OPPS/ASC proposed 
rule (79 FR 41001), we proposed to 
continue our policy to make packaging 
determinations on a drug-specific basis, 
rather than a HCPCS code-specific basis, 
for those HCPCS codes that describe the 
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same drug or biological but different 
dosages in CY 2015. 

For CY 2015, in order to propose a 
packaging determination that is 
consistent across all HCPCS codes that 
describe different dosages of the same 
drug or biological, we aggregated both 
our CY 2013 claims data and our pricing 
information at ASP+6 percent across all 
of the HCPCS codes that describe each 
distinct drug or biological in order to 
determine the mean units per day of the 
drug or biological in terms of the HCPCS 
code with the lowest dosage descriptor. 
The following drugs did not have 
pricing information available for the 
ASP methodology for this CY 2015 
OPPS/ASC final rule with comment 
period and, as is our current policy for 
determining the packaging status of 
other drugs, we used the mean unit cost 
available from the fourth quarter CY 


2013 claims data to make the packaging 
determinations for these drugs: HCPCS 
code J3471 (Injection, hyaluronidase, 
ovine, preservative free, per 1 usp unit 
(up to 999 usp units)) and HCPCS code 
3472 (Injection, hyaluronidase, ovine, 
preservative free, per 1000 usp units). 


For all other drugs and biologicals 
that have HCPCS codes describing 
different doses, we then multiplied the 
weighted average ASP+6 percent per 
unit payment amount across all dosage 
levels of a specific drug or biological by 
the estimated units per day for all 
HCPCS codes that describe each drug or 
biological from our claims data to 
determine the estimated per day cost of 
each drug or biological at less than or 
equal to $95 (so that all HCPCS codes 
for the same drug or biological would be 
packaged) or greater than $95 (so that all 


41001 through 41002). 


CY 2015. 


HCPCS codes for the same drug or 
biological would be separately payable). 


The proposed packaging status of 
each drug and biological HCPCS code to 
which this methodology would apply 
was displayed in Table 41 of the CY 
2015 OPPS/ASC proposed rule (79 FR 


We did not receive any public 
comments on this proposal. Therefore, 
we are finalizing our CY 2015 proposal, 
without modification, to continue to 
make packaging determinations on a 
drug-specific basis, rather than a HCPCS 
code-specific basis, for those HCPCS 
codes that describe the same drug or 
biological but different dosages. Table 
36 below displays the packaging status 
of each drug and biological HCPCS code 
to which the methodology applies for 


TABLE 36—HCPCS CODES TO WHICH THE CY 2015 DRUG-—SPECIFIC PACKAGING DETERMINATION METHODOLOGY 
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3. Payment for Drugs and Biologicals 
Without Pass-Through Status That Are 
Not Packaged 


a. Payment for Specified Covered 
Outpatient Drugs (SCODs) and Other 
Separately Payable and Packaged Drugs 
and Biologicals 

Section 1833(t)(14) of the Act defines 
certain separately payable 
radiopharmaceuticals, drugs, and 
biologicals and mandates specific 
payments for these items. Under section 
1833(t)(14)(B)(i) of the Act, a “specified 
covered outpatient drug” (known as a 
SCOD) is defined as a covered 
outpatient drug, as defined in section 
1927(k)(2) of the Act, for which a 
separate APC has been established and 
that either is a radiopharmaceutical 
agent or is a drug or biological for which 
payment was made on a pass-through 
basis on or before December 31, 2002. 

Under section 1833(t)(14)(B)(ii) of the 
Act, certain drugs and biologicals are 
designated as exceptions and are not 
included in the definition of SCODs. 
These exceptions are— 

e A drug or biological for which 
payment is first made on or after 
January 1, 2003, under the transitional 
pass-through payment provision in 
section 1833(t)(6) of the Act. 

e A drug or biological for which a 
temporary HCPCS code has not been 
assigned. 

e During CYs 2004 and 2005, an 
orphan drug (as designated by the 
Secretary). 

Section 1833(t)(14)(A)(iii) of the Act 
requires that payment for SCODs in CY 
2006 and subsequent years be equal to 
the average acquisition cost for the drug 
for that year as determined by the 
Secretary, subject to any adjustment for 
overhead costs and taking into account 
the hospital acquisition cost survey data 
collected by the Government 
Accountability Office (GAO) in CYs 
2004 and 2005, and later periodic 
surveys conducted by the Secretary as 
set forth in the statute. If hospital 
acquisition cost data are not available, 
the law requires that payment be equal 
to payment rates established under the 
methodology described in section 
1842(0), section 1847A, or section 
1847B of the Act, as calculated and 
adjusted by the Secretary as necessary. 
Most physician Part B drugs are paid at 
ASP+6 percent pursuant to section 
1842(o) and section 1847A of the Act. 

Section 1833(t)(14)(E)(ii) of the Act 
provides for an adjustment in OPPS 
payment rates for SCODs to take into 
account overhead and related expenses, 
such as pharmacy services and handling 
costs. Section 1833(t)(14)(E)(i) of the Act 
required MedPAC to study pharmacy 





overhead and related expenses and to 
make recommendations to the Secretary 
regarding whether, and if so how, a 
payment adjustment should be made to 
compensate hospitals for overhead and 
related expenses. Section 
1833(t)(14)(E)(ii) of the Act authorizes 
the Secretary to adjust the weights for 
ambulatory procedure classifications for 
SCODs to take into account the findings 
of the MedPAC study. 

It has been our longstanding policy to 
apply the same treatment to all 
separately payable drugs and 
biologicals, which include SCODs, and 
drugs and biologicals that are not 
SCODs. Therefore, we apply the 
payment methodology in section 
1833(t)(14)(A)(iii) of the Act to SCODs, 
as required by statute, but we also apply 
it to separately payable drugs and 
biologicals that are not SCODs, which is 
a policy determination rather than a 
statutory requirement. In the CY 2015 
OPPS/ASC proposed rule (79 FR 41002), 
we proposed to apply section 
1833(t)(14)(A)(iii)(I) of the Act to all 
separately payable drugs and 
biologicals, including SCODs. Although 
we do not distinguish SCODs in this 
discussion, we note that we are required 
to apply section 1833(t)(14)(A)(iii)(ID of 
the Act to SCODs, but we also are 
applying this provision to other 
separately payable drugs and 
biologicals, consistent with our history 
of using the same payment methodology 
for all separately payable drugs and 
biologicals. 

Since CY 2006, we have attempted to 
establish a drug payment methodology 
that reflects hospitals’ acquisition costs 
for drugs and biologicals while taking 
into account relevant pharmacy 
overhead and related handling 
expenses. We have attempted to collect 
more data on hospital overhead charges 
for drugs and biologicals by making 
several proposals that would require 
hospitals to change the way they report 
the cost and charges for drugs. None of 
these proposals were adopted due to 
significant stakeholder concern, 
including that hospitals stated that it 
would be administratively burdensome 
to report hospital overhead charges. We 
established a payment policy for 
separately payable drugs and 
biologicals, authorized by section 
1833(t)(14)(A)(iii)(I) of the Act, based on 
an ASP+X amount that is calculated by 
comparing the estimated aggregate cost 
of separately payable drugs and 
biologicals in our claims data to the 
estimated aggregate ASP dollars for 
separately payable drugs and 
biologicals, using the ASP as a proxy for 
average acquisition cost (70 FR 68642 
through 68643). We referred to this 


methodology as our standard drug 
payment methodology. Taking into 
consideration comments made by the 
pharmacy stakeholders and 
acknowledging the limitations of the 
reported data due to charge compression 
and hospitals’ reporting practices, we 
added an “overhead adjustment” in CY 
2010 (an internal adjustment of the data) 
by redistributing cost from coded and 
uncoded packaged drugs and biologicals 
to separately payable drugs in order to 
provide more appropriate payments for 
drugs and biologicals in the HOPD. We 
continued this methodology, and we 
further refined it in CY 2012 by 
finalizing a policy to update the 
redistribution amount for inflation and 
to keep the redistribution ratio constant 
between the proposed rule and the final 
rule. For a detailed discussion of our 
OPPS drug payment policies from CY 
2006 to CY 2012, we refer readers to the 
CY 2013 OPPS/ASC final rule with 
comment period (77 FR 68383 through 
68385). 

Because of continuing uncertainty 
about the full cost of pharmacy 
overhead and acquisition cost, based in 
large part on the limitations of the 
submitted hospital charge and claims 
data for drugs, in the CY 2013 OPPS/ 
ASC final rule with comment period (77 
FR 68386), we indicated our concern 
that the continued use of the standard 
drug payment methodology (including 
the overhead adjustment) still may not 
appropriately account for average 
acquisition and pharmacy overhead cost 
and, therefore, may result in payment 
rates that are not as predictable, 
accurate, or appropriate as they could 
be. Section 1833(t)(14)(A)(iii)(ID of the 
Act requires an alternative methodology 
for determining payment rates for 
SCODS wherein, if hospital acquisition 
cost data are not available, payment 
shall be equal (subject to any adjustment 
for overhead costs) to payment rates 
established under the methodology 
described in section 1842(o0), 1847A, or 
1847B of the Act. We refer to this 
alternative methodology as the 
“statutory default.” In the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68386), we noted that 
section 1833(t)(14)(A)(iii) (I) of the Act 
authorizes the Secretary to calculate and 
adjust, as necessary, the average price 
for a drug in the year established under 
section 1842(o), 1847A, or 1847B of the 
Act, as the case may be, in determining 
payment for SCODs. Pursuant to 
sections 1842(0) and 1847A of the Act, 
Part B drugs are paid at ASP+6 percent 
when furnished in physicians’ offices. 
We indicated that we believe that 
establishing the payment rates based on 
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the statutory default of ASP+6 percent 
is appropriate as it yields increased 
predictability in payment for separately 
payable drugs and biologicals under the 
OPPS and, therefore, we finalized our 
proposal for CY 2013 to pay for 
separately payable drugs and biologicals 
at ASP+6 percent based on section 
1833(t)(14)(A)(iii)(ID of the Act (the 
statutory default). We also finalized our 
proposal that the ASP+6 percent 
payment amount for separately payable 
drugs and biologicals requires no further 
adjustment and represents the combined 
acquisition and pharmacy overhead 
payment for drugs and biologicals, that 
payments for separately payable drugs 
and biologicals are included in the 
budget neutrality adjustments under the 
requirements in section 1833(t)(9)(B) of 
the Act, and that the budget neutral 
weight scaler is not applied in 
determining payments for these 
separately paid drugs and biologicals for 
CY 2013 (77 FR 68389). 


b. CY 2015 Payment Policy 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41003), we proposed to 
continue our CY 2014 policy and pay 
for separately payable drugs and 
biologicals at ASP+6 percent pursuant 
to section 1833(t)(14)(A)(iii)(I) of the 
Act (the statutory default). We proposed 
that the ASP+6 percent payment 
amount for separately payable drugs and 
biologicals requires no further 
adjustment and represents the combined 
acquisition and pharmacy overhead 
payment for drugs and biologicals. We 
also proposed that payments for 
separately payable drugs and biologicals 
are included in the budget neutrality 
adjustments, under the requirements in 
section 1833(t)(9)(B) of the Act, and that 
the budget neutral weight scaler is not 
applied in determining payments for 
these separately paid drugs and 
biologicals. 

Comment: Commenters supported 
CMS’ proposal to pay for separately 
payable drugs and biologicals based on 
the statutory default rate of ASP+6 
percent. A few commenters supported 
CMS’ proposal, but recommended that 
CMS examine ways to compensate 
hospitals for the unique, higher 
overhead and handling costs associated 
with therapeutic radiopharmaceuticals. 

Response: We appreciate the 
commenters’ support of our proposal. 
We continue to believe that ASP+6 
percent based on the statutory default is 
appropriate for hospitals for CY 2015 
and that this percentage amount 
includes payment for acquisition and 
overhead cost. We see no evidence that 
an additional overhead adjustment is 
required for separately payable drugs, 


biologicals, and therapeutic 
radiopharmaceuticals for CY 2015. 
After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to pay for separately 
payable drugs and biologicals at ASP+6 
percent based on section 
1833(t)(14)(A)(iii)(I) of the Act (the 
statutory default). The ASP+6 percent 
payment amount for separately payable 
drugs and biologicals requires no further 
adjustment and represents the combined 
acquisition and pharmacy overhead 
payment for drugs and biologicals for 
CY 2015. In addition, we are finalizing 
our proposal which states that payment 
for separately payable drugs and 
biologicals be included in the budget 
neutrality adjustments, under the 
requirements of section 1833(t)(9)(B) of 
the Act, and that the budget neutral 
weight scaler is not applied in 
determining payment of these separately 
paid drugs and biologicals. We note that 
separately payable drug and biological 
payment rates listed in Addenda A and 
B to this final rule with comment period 
(available via the Internet on the CMS 
Web site), which illustrate the final CY 
2015 payment of ASP+6 percent for 
separately payable nonpass-through 
drugs and biologicals and ASP+6 
percent for pass-through drugs and 
biologicals, reflect either ASP 
information that is the basis for 
calculating payment rates for drugs and 
biologicals in the physician’s office 
setting effective October 1, 2014, or 
WAC, AWP, or mean unit cost from CY 
2013 claims data and updated cost 
report information available for this 
final rule with comment period. In 
general, these published payment rates 
are not reflective of actual January 2015 
payment rates. This is because payment 
rates for drugs and biologicals with ASP 
information for January 2015 will be 
determined through the standard 
quarterly process where ASP data 
submitted by manufacturers for the 
third quarter of 2014 (July 1, 2014 
through September 30, 2014) are used to 
set the payment rates that are released 
for the quarter beginning in January 
2015 near the end of December 2014. In 
addition, payment rates for drugs and 
biologicals in Addenda A and B to this 
final rule with comment period for 
which there was no ASP information 
available for October 2014 are based on 
mean unit cost in the available CY 2013 
claims data. If ASP information becomes 
available for payment for the quarter 
beginning in January 2015, we will price 
payment for these drugs and biologicals 
based on their newly available ASP 
information. Finally, there may be drugs 


and biologicals that have ASP 
information available for this final rule 
with comment period (reflecting 
October 2014 ASP data) that do not have 
ASP information available for the 
quarter beginning in January 2015. 
These drugs and biologicals will then be 
paid based on mean unit cost data 
derived from CY 2013 hospital claims. 
Therefore, the payment rates listed in 
Addenda A and B to this final rule with 
comment period are not for January 
2015 payment purposes and are only 
illustrative of the CY 2015 OPPS 
payment methodology using the most 
recently available information at the 
time of issuance of this final rule with 
comment period. 


4. Payment Policy for Therapeutic 
Radiopharmaceuticals 


Beginning in CY 2010 and continuing 
for CY 2014, we established a policy to 
pay for separately paid therapeutic 
radiopharmaceuticals under the ASP 
methodology adopted for separately 
payable drugs and biologicals. If ASP 
information is unavailable for a 
therapeutic radiopharmaceutical, we 
base therapeutic radiopharmaceutical 
payment on mean unit cost data derived 
from hospital claims. We believe that 
the rationale outlined in the CY 2010 
OPPS/ASC final rule with comment 
period (74 FR 60524 through 60525) for 
applying the principles of separately 
payable drug pricing to therapeutic 
radiopharmaceuticals continues to be 
appropriate for nonpass-through 
separately payable therapeutic 
radiopharmaceuticals in CY 2015. 
Therefore, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41003), we 
proposed for CY 2015 to pay all 
nonpass-through, separately payable 
therapeutic radiopharmaceuticals at 
ASP+6 percent, based on the statutory 
default described in section 
1833(t)(14)(A)(iii) (II) of the Act. For a 
full discussion of ASP-based payment 
for therapeutic radiopharmaceuticals, 
we refer readers to the CY 2010 OPPS/ 
ASC final rule with comment period (74 
FR 60520 through 60521). We also 
proposed to rely on CY 2013 mean unit 
cost data derived from hospital claims 
data for payment rates for therapeutic 
radiopharmaceuticals for which ASP 
data are unavailable and to update the 
payment rates for separately payable 
therapeutic radiopharmaceuticals 
according to our usual process for 
updating the payment rates for 
separately payable drugs and 
biologicals, on a quarterly basis if 
updated ASP information is available. 
For a complete history of the OPPS 
payment policy for therapeutic 
radiopharmaceuticals, we refer readers 
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to the CY 2005 OPPS final rule with 
comment period (69 FR 65811), the CY 
2006 OPPS final rule with comment 
period (70 FR 68655), and the CY 2010 
OPPS/ASC final rule with comment 
period (74 FR 60524). 

The proposed CY 2015 payment rates 
for nonpass-through separately payable 
therapeutic radiopharmaceuticals were 
included in Addenda A and B to the 
proposed rule (which are available via 
the Internet on the CMS Web site). 

Comment: Several commenters 
supported CMS’ proposal to pay for 
separately payable therapeutic 
radiopharmaceuticals under the 
statutory default payment rate of ASP+6 
percent, if ASP data are submitted to 
CMS. 

Response: We appreciate the 
commenters’ support. We continue to 
believe that providing payment for 
therapeutic radiopharmaceuticals based 
on ASP or mean unit cost if ASP 
information is not available would 
provide appropriate payment for these 
products. When ASP data are not 
available, we believe that paying for 
therapeutic radiopharmaceuticals using 
mean unit cost will appropriately pay 
for the average hospital acquisition and 
associated handling costs of nonpass- 
through separately payable therapeutic 
radiopharmaceuticals. As we stated in 
the CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60523), 
although using mean unit cost for 
payment for therapeutic 
radiopharmaceuticals when ASP data 
are not available is not the usual OPPS 
process (the usual process relies on 
alternative data sources such as WAC or 
AWP when ASP information is 
temporarily unavailable, prior to 
defaulting to the mean unit cost from 
hospital claims data), we continue to 
believe that WAC or AWP is not an 
appropriate proxy to provide OPPS 
payment for average therapeutic 
radiopharmaceutical acquisition cost 
and associated handling costs when 
manufacturers are not required to 
submit ASP data. Payment based on 
WAC or AWP under the established 
OPPS methodology for payment of 
separately payable drugs and biologicals 
is usually temporary for a calendar 
quarter until a manufacturer is able to 
submit the required ASP data in 
accordance with the quarterly ASP 
submission timeframes for reporting 
under section 1847A of the Act. Because 
ASP reporting for OPPS payment of 
separately payable therapeutic 
radiopharmaceuticals is not required, a 
manufacturer’s choice to not submit 
ASP could result in payment for a 
separately payable therapeutic 
radiopharmaceutical based on WAC or 


AWP for a full year, a result that we 
believe would be inappropriate. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to continue to pay all 
nonpass-through, separately payable 
therapeutic radiopharmaceuticals at 
ASP+6 percent. We also are finalizing 
our proposal to continue to rely on CY 
2013 mean unit cost data derived from 
hospital claims data for payment rates 
for therapeutic radiopharmaceuticals for 
which ASP data are unavailable. The CY 
2015 final rule payment rates for 
nonpass-through separately payable 
therapeutic radiopharmaceuticals are 
included in Addenda A and B to this 
final rule with comment period (which 
are available via the Internet on the 
CMS Web site). 


5. Payment Adjustment Policy for 
Radioisotopes Derived From Non- 
Highly Enriched Uranium Sources 


Radioisotopes are widely used in 
modern medical imaging, particularly 
for cardiac imaging and predominantly 
for the Medicare population. 
Technetium-99 (Tc-99m), the 
radioisotope used in the majority of 
such diagnostic imaging services, is 
currently produced in legacy reactors 
outside of the United States using 
highly enriched uranium (HEU). 

The United States would like to 
eliminate domestic reliance on these 
reactors, and is promoting the 
conversion of all medical radioisotope 
production to non-HEU sources. 
Alternative methods for producing Tc- 
99m without HEU are technologically 
and economically viable, and 
conversion to such production has 
begun and is expected to be completed 
within a 3-year time period. We expect 
this change in the supply source for the 
radioisotope used for modern medical 
imaging will introduce new costs into 
the payment system that are not 
accounted for in the historical claims 
data. 

Therefore, for CY 2013, we finalized 
a policy to provide an additional 
payment of $10 for the marginal cost for 
radioisotopes produced by non-HEU 
sources (77 FR 68323). Under this 
policy, hospitals report HCPCS code 
Q9969 (Tc-99m from non-highly 
enriched uranium source, full cost 
recovery add-on per study dose) once 
per dose along with any diagnostic scan 
or scans furnished using Tc-99m as long 
as the Tc-99m doses used can be 
certified by the hospital to be at least 95 
percent derived from non-HEU sources. 
The time period for this additional 
payment was not to exceed 5 years from 
January 1, 2013 (77 FR 68321). 


Comment: A few commenters 
requested that CMS extend payment for 
HCPCS code Q9969 an additional 3 to 
5 years to ensure adequate data are 
collected and provide a longer ramp up 
period for more widespread use of non- 
HEU materials since they are not yet 
widely available. One commenter 
believed that the $10 payment is not 
sufficient and requested that CMS 
increase the payment rate. This 
commenter also requested that CMS 
eliminate the copayment. 

Response: We stated in our CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68316) that our 
expectation was that the transition to 
non-HEU sourced Mo-99 would be 
completed within 4 to 5 years and that 
there might be a need to make 
differential payments for a period of 4 
to 5 years. We further stated that we 
would reassess, and propose if 
necessary, on an annual basis whether 
such an adjustment continued to be 
necessary and whether any changes to 
the adjustment were warranted. We 
have reassessed this payment for CY 
2015 and have not identified any new 
information that would cause us to 
modify payment at this time. We do not 
agree with the commenter’s suggestion 
to eliminate the beneficiary’s copayment 
because section 1833(t)(8) of the Act and 
§§ 419.41 through 419.45 of the 
regulations require a beneficiary 
copayment. We are continuing the 
policy of providing an additional $10 
payment for radioisotopes produced by 
non-HEU sources for CY 2015. Although 
we will reassess this policy annually, 
consistent with the original policy in 
the CY 2013 OPPS/ASC final rule with 
comment period (77 FR 68321), we do 
not anticipate that this additional 
payment would extend beyond CY 
2017. 


6. Payment for Blood Clotting Factors 


For CY 2014, we provided payment 
for blood clotting factors under the same 
methodology as other nonpass-through 
separately payable drugs and biologicals 
under the OPPS and continued paying 
an updated furnishing fee. That is, for 
CY 2014, we provided payment for 
blood clotting factors under the OPPS at 
ASP+6 percent, plus an additional 
payment for the furnishing fee. We note 
that when blood clotting factors are 
provided in physicians’ offices under 
Medicare Part B and in other Medicare 
settings, a furnishing fee is also applied 
to the payment. The CY 2014 updated 
furnishing fee was $0.192 per unit. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41003), for CY 2015, we 
proposed to pay for blood clotting 
factors at ASP+6 percent, consistent 
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with our proposed payment policy for 
other nonpass-through separately 
payable drugs and biologicals, and to 
continue our policy for payment of the 
furnishing fee using an updated amount. 
Our policy to pay for a furnishing fee for 
blood clotting factors under the OPPS is 
consistent with the methodology 
applied in the physician office and 
inpatient hospital setting, and first 
articulated in the CY 2006 OPPS final 
rule with comment period (70 FR 
68661) and later discussed in the CY 
2008 OPPS/ASC final rule with 
comment period (72 FR 66765). The 
proposed furnishing fee update was 
based on the percentage increase in the 
Consumer Price Index (CPI) for medical 
care for the 12-month period ending in 
June of the previous year. Because the 
Bureau of Labor Statistics releases the 
applicable CPI data after the MPFS and 
OPPS/ASC proposed rules are 
published, we were not able to include 
the actual updated furnishing fee in the 
proposed rules. Therefore, in 
accordance with our policy, as finalized 
in the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66765), we 
proposed to announce the actual figure 
for the percent change in the applicable 
CPI and the updated furnishing fee 
calculated based on that figure through 
applicable program instructions and 
posting on the CMS Web site at: 
http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Part-B-Drugs/ 
McrPartBDrugAvgSalesPrice/ 
index.html. 


Comment: Commenters supported 
CMS’ proposal to continue to apply the 
furnishing fee for blood clotting factors 
provided in the OPD. The commenters 
also supported CMS’ proposal to pay for 
separately payable drugs at ASP+6 
percent based on the statutory default 
for CY 2015. 


Response: We appreciate the 
commenters’ support. 


After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to provide payment for 
blood clotting factors under the same 
methodology as other separately payable 
drugs and biologicals under the OPPS 
and to continue payment of an updated 
furnishing fee. We will announce the 
actual figure of the percent change in 
the applicable CPI and the updated 
furnishing fee calculation based on that 
figure through the applicable program 
instructions and posting on the CMS 
Web site. 





7. Payment for Nonpass-Through Drugs, 
Biologicals, and Radiopharmaceuticals 
With HCPCS Codes but Without OPPS 
Hospital Claims Data 


The Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (Pub. L. 108-173) did not address 
the OPPS payment in CY 2005 and 
subsequent years for drugs, biologicals, 
and radiopharmaceuticals that have 
assigned HCPCS codes, but that do not 
have a reference AWP or approval for 
payment as pass-through drugs or 
biologicals. Because there was no 
statutory provision that dictated 
payment for such drugs, biologicals, and 
radiopharmaceuticals in CY 2005, and 
because we had no hospital claims data 
to use in establishing a payment rate for 
them, we investigated several payment 
options for CY 2005 and discussed them 
in detail in the CY 2005 OPPS final rule 
with comment period (69 FR 65797 
through 65799). 

For CYs 2005 to 2007, we 
implemented a policy to provide 
separate payment for new drugs, 
biologicals, and radiopharmaceuticals 
with HCPCS codes (specifically those 
new drug, biological, and 
radiopharmaceutical HCPCS codes in 
each of those calendar years that did not 
crosswalk to predecessor HCPCS codes) 
but which did not have pass-through 
status, at a rate that was equivalent to 
the payment they received in the 
physician’s office setting, established in 
accordance with the ASP methodology 
for drugs and biologicals, and based on 
charges adjusted to cost for 
radiopharmaceuticals. Beginning in CY 
2008 and continuing through CY 2014, 
we implemented a policy to provide 
payment for new drugs and biologicals 
with HCPCS codes (except those that are 
policy-packaged), but which did not 
have pass-through status and were 
without OPPS hospital claims data, at 
an amount consistent with the final 
OPPS payment methodology for other 
separately payable nonpass-through 
drugs and biologicals for the given year. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41004), for CY 2015, we 
proposed to continue this policy and 
provide payment for new drugs, 
biologicals, and therapeutic 
radiopharmaceuticals that do not have 
pass-through status at ASP+6 percent, 
consistent with the proposed CY 2015 
payment methodology for other 
separately payable nonpass-through 
drugs, biologicals, and therapeutic 
radiopharmaceuticals, which was 
proposed to be ASP+6 percent. We 
believe this proposed policy would 
ensure that new nonpass-through drugs, 
biologicals, and therapeutic 


radiopharmaceuticals would be treated 
like other drugs, biologicals, and 
therapeutic radiopharmaceuticals under 
the OPPS. 

For CY 2015, we are also continuing 
to package payment for all new 
nonpass-through policy-packaged 
products (diagnostic 
radiopharmaceuticals, contrast agents, 
anesthesia drugs, drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure, and drugs and biologicals 
that function as supplies when used in 
a surgical procedure) with HCPCS codes 
but without claims data (those new CY 
2015 HCPCS codes that do not 
crosswalk to predecessor HCPCS codes). 
This is consistent with the CY 2014 
finalized policy packaging proposal of 
all existing nonpass-through diagnostic 
radiopharmaceuticals, contrast agents, 
anesthesia drugs, drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure, and drugs and biologicals 
that function as supplies when used in 
a surgical procedure, as discussed in 
more detail in section II.A.3. of this final 
rule with comment period. 

In accordance with the OPPS ASP 
methodology, in the absence of ASP 
data, for CY 2015, we proposed to 
continue our policy of using the WAC 
for the product to establish the initial 
payment rate for new nonpass-through 
drugs and biologicals with HCPCS 
codes, but which are without OPPS 
claims data. However, we note that if 
the WAC is also unavailable, we would 
make payment at 95 percent of the 
product’s most recent AWP. We also 
proposed to assign status indicator “K’”’ 
(Separately paid nonpass-through drugs 
and biologicals, including therapeutic 
radiopharmaceuticals) to HCPCS codes 
for new drugs and biologicals without 
OPPS claims data and for which we 
have not granted pass-through status. 
With respect to new nonpass-through 
drugs and biologicals for which we do 
not have ASP data, we proposed that 
once their ASP data become available in 
later quarterly submissions, their 
payment rates under the OPPS would be 
adjusted so that the rates would be 
based on the ASP methodology and set 
to the proposed ASP-based amount 
(proposed for CY 2015 at ASP+6 
percent) for items that have not been 
granted pass-through status. This 
proposed policy, which utilizes the ASP 
methodology for new nonpass-through 
drugs and biologicals with an ASP, is 
consistent with prior years’ policies for 
these items and would ensure that new 
nonpass-through drugs and biologicals 
would be treated like other drugs and 
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biologicals under the OPPS, unless they 
are granted pass-through status. 

Similarly, we proposed to continue to 
base the initial payment for new 
therapeutic radiopharmaceuticals with 
HCPCS codes, but which do not have 
pass-through status and are without 
claims data, on the WACs for these 
products if ASP data for these 
therapeutic radiopharmaceuticals are 
not available. If the WACs also are 
unavailable, we proposed to make 
payment for new therapeutic 
radiopharmaceuticals at 95 percent of 
the products’ most recent AWP because 
we would not have mean costs from 
hospital claims data upon which to base 
payment. As we proposed with new 
drugs and biologicals, we proposed to 
continue our policy of assigning status 
indicator “‘K”’ to HCPCS codes for new 
therapeutic radiopharmaceuticals 
without OPPS claims data for which we 
have not granted pass-through status. 

Consistent with other ASP-based 
payment, for CY 2015, we proposed to 
announce any changes to the payment 
amounts for new drugs and biologicals 
in this CY 2015 OPPS/ASC final rule 
with comment period and also on a 
quarterly basis on the CMS Web site 
during CY 2015 if later quarter ASP 
submissions (or more recent WACs or 
AWPs) indicate that changes to the 
payment rates for these drugs and 
biologicals are necessary. The payment 
rates for new therapeutic 
radiopharmaceuticals also would be 
changed accordingly based on later 
quarter ASP submissions. We note that 
the new CY 2015 HCPCS codes for 
drugs, biologicals, and therapeutic 
radiopharmaceuticals were not available 
at the time of development of the 
proposed rule. However, these agents 
are included in Addendum B to this CY 
2015 OPPS/ASC final rule with 
comment period (which is available via 
the Internet on the CMS Web site), 
where they are assigned comment 
indicator “‘NI.”’ This comment indicator 
reflects that their interim final OPPS 
treatment is open to public comment in 
this CY 2015 OPPS/ASC final rule with 
comment period. 

There are several nonpass-through 
drugs and biologicals that were payable 
in CY 2013 and/or CY 2014 for which 
we did not have CY 2013 hospital 
claims data available for the proposed 
rule and for which there are no other 
HCPCS codes that describe different 
doses of the same drug, but which have 
pricing information available for the 
ASP methodology. In order to determine 
the packaging status of these products 
for CY 2015, we proposed to continue 





our policy to calculate an estimate of the 
per day cost of each of these items by 
multiplying the payment rate of each 
product based on ASP+6 percent, 
similar to other nonpass-through drugs 
and biologicals paid separately under 
the OPPS, by an estimated average 
number of units of each product that 
would typically be furnished to a 
patient during one day in the hospital 
outpatient setting. This rationale was 
first adopted in the CY 2006 OPPS/ASC 
final rule with comment period (70 FR 
68666 through 68667). 

We proposed to package items for 
which we estimated the per day 
administration cost to be less than or 
equal to $90 (although, as mentioned in 
section V.B.2. of this final rule with 
comment period, we are finalizing a 
packaging threshold of $95 for CY 2015) 
and to pay separately for items for 
which we estimated the per day 
administration cost to be greater than 
$90 (with the exception of diagnostic 
radiopharmaceuticals, contrast agents, 
anesthesia drugs, drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure, and drugs and biologicals 
that function as supplies when used in 
a surgical procedure, which we 
proposed to continue to package 
regardless of cost) in CY 2015. We also 
proposed that the CY 2015 payment for 
separately payable items without CY 
2013 claims data would be ASP+6 
percent, similar to payment for other 
separately payable nonpass-through 
drugs and biologicals under the OPPS. 
In accordance with the ASP 
methodology paid in the physician’s 
office setting, in the absence of ASP 
data, we proposed to use the WAC for 
the product to establish the initial 
payment rate and, if the WAC is also 
unavailable, we would make payment at 
95 percent of the most recent AWP 
available. The proposed estimated units 
per day and status indicators for these 
items were displayed in Table 42 of the 
proposed rule (79 FR 41005). 

Finally, there were 35 drugs and 
biologicals, shown in Table 43 of the 
proposed rule (79 FR 41005 through 
41006), that were payable in CY 2013 
but for which we lacked CY 2013 claims 
data and any other pricing information 
for the ASP methodology for the CY 
2015 OPPS/ASC proposed rule. For CY 
2010, we finalized a policy to assign 
status indicator “E’’ (Not paid by 
Medicare when submitted on outpatient 
claims |any outpatient bill type]) 
whenever we lacked claims data and 
pricing information and were unable to 
determine the per day cost of a drug or 


biological. In addition, we noted that we 
would provide separate payment for 
these drugs and biologicals if pricing 
information reflecting recent sales 
became available mid-year for the ASP 
methodology. 


For CY 2015, as we finalized in CY 
2014 (78 FR 75031), we proposed to 
continue to assign status indicator ‘‘E”’ 
to drugs and biologicals that lack CY 
2013 claims data and pricing 
information for the ASP methodology. 
All drugs and biologicals without CY 
2013 hospital claims data or data based 
on the ASP methodology that were 
assigned status indicator ‘‘E” on this 
basis at the time of the proposed rule for 
CY 2015 were displayed in Table 43 of 
the proposed rule (79 FR 41005 through 
41006). We also proposed to continue 
our policy to assign the products status 
indicator “‘K”’ and pay for them 
separately for the remainder of CY 2015 
if pricing information becomes 
available. 

We did not receive any specific public 
comments regarding our proposed 
payment for nonpass-through drugs, 
biologicals, and radiopharmaceuticals 
with HCPCS codes, but without OPPS 
hospital claims data. Many commenters 
supported our proposal to pay for 
separately payable drugs at ASP+6 
percent under the statutory default. 
However, these comments were not 
specific to new drugs and biologicals 
with HCPCS codes but without OPPS 
claims data. 


After consideration of the public 
comments we received, we are 
finalizing our CY 2015 proposal without 
modification, including our proposal to 
assign drug or biological products status 
indicator “K”’ and pay for them 
separately for the remainder of CY 2015 
if pricing information becomes 
available. The final estimated units per 
day and status indicators for drugs and 
biologicals without CY 2013 claims data 
are displayed in Table 37 below. 


We did not receive any public 
comments on our proposal to continue 
to assign status indicator “‘E” to drugs 
and biologicals that lack CY 2013 claims 
data and pricing information for the 
ASP methodology and, therefore, we are 
finalizing this proposal without 
modification. All drugs and biologicals 
without CY 2013 hospital claims data 
and without pricing information for the 
ASP methodology that are assigned 
status indicator “‘E”’ on this basis at the 
time of this final rule with comment 
period for CY 2015 are displayed in 
Table 38 below. 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66895 











CY 2015 
HCPCS code 








TABLE 37—DRUGS AND BIOLOGICALS WITHOUT CY 2013 CLAIMS DATA 


Estimated av- 


CY 2015 long descriptor 


Anthrax vaccine, for subcutaneous or intramuSCular USE ....... eect teeeeeeteees 
ASTON: eA NRT HOS ING asin yo Sk Sodaasoccz esse esacwacs cosuecesavacnevepasess seasesdadiodnatscdsnevoas 
WAI TMIDIA, AISI OO NI ia ssi ccscwevesie saseesccesesusnrssesescveneavcessnacensvosse seuss 
Injection, calcitonin salmon, Up to 400 UNIS Lecce etter este etttseeeereeeees 
INIECHON; OlAZOUNG NCL MAO ZOMG) .:....0csccsceressercsscnscacesosseoesvevecssesescavdaenssce 
Aral ICEIONA AITOTONINIAISINA VST... scosenccsstesnisnssccoasonescendecssasaseacerecnsascesessosascescasosoeas 
Injection, antithrombin recombinant, 50 10 oe. ceeceesereeeeeessseesereeeaes 
Mureomonab-cas; pareitotal) 5 MG ....:...0.00isc.sceseicccsssorasnerssesesssnsvesssssasccsssoosnnces 
PDACUPANTAD MIANOIMGTA ONIN cis sa sce ccnssaczcesscossnssesoaceseteasscavonsercscssevddecnsiasonsnes 
BOREAL ON oA eat WIN ss ecco caster cncccshi cusses -satvanacs osussssssosuacssecusas cxoneunpinoa san saamaasiousses 
Injection, daunorubicin citrate, liposomal formulation, 10 MQ ou... eects 
Injection, interferon, alfa-n3, (human leukocyte derived), 250,000 iu .............. 
Injection, gemtuZUMAabD OZOGAMICIN, 5 MG ou... ecceeseesestetteseeeenteeeeeseseneeeeeeneaes 





erage number 
of units per 


day 


NO 
o—- 


no 
A aa tes ES wk Ren 


=_ 





CY 2015 SI 


AZKAASZARZAXAZARA 





CY 2015 APC 


1422 
1633 
1439 
1433 
1457 
1741 
1332 
7038 
1612 
1424 
0821 
1473 
9004 


TABLE 38—DRUGS AND BIOLOGICALS WITHOUT CY 2013 CLAIMS DATA AND WITHOUT PRICING INFORMATION FOR THE 


CY 2015 


ASP METHODOLOGY 


CY 2015 SI 


HCPCS code CY 2015 long descriptor 


Injection, dyphylline, up to 500 mg 
Injection estrone per 1 mg 


WAI SCHGTA; MITA ISNA A VINAGIODIN) TOO MAG) 5::0555-s00c0ceseoesocessvescsonassosceseoncededsnshivosbosded ssifenconsdaonssavebvcdacssonnutecosass 
InjECHON WGORAGOFSIANYGIOCIIONGES, PET TOOMMGEE <x..:......005c0ceeccveossncesoscassnacsssvsacneseseasseasesannacsscusedconasecsssccsoauactoeees 


Injection, tinzaparin sodium, 1000 iu 


Ital ais AUD Ia anc N OF MATOS INAAIS 5s o'sscsscusesazcesevsnesyusnsesaupessauaainsshiensewaxssiieasaiesude ross osnie uissndsosnguasesheadcceaaenenseceveamenhacadan 


Injection, itraconazole, 50 mg 


SiG ECON, ORV ECY GUIS 1ICI, MISMO! DO NING .25055sseaseseansnvecscccesasacansvecassnoersvscsonoscnsacdospsncastasabensioceugestesouaseseonssasbacnareans 
Injection; Pentastancns ACOSO, MOOI noo. ccsscsccsesssccsaccsvecsccusvessavccccsevssvstacessssccascctacvenasesesderssecsiesusaceoostsasuncesens 
rapa SAD aaa Nia Dlg OMIA cc cena sssioic fons cnubeastnvensinnsincsuuasieas tieae'usi'vsugscdaasiantnceked siesta Gauaeass soselsanseheep Veesennceentaseees 


Injection, tolazoline hcl, up to 25 mg 


Ara} ENS TA DTS IIA MOP OO INC 35505 c00estecsvdesassleavesiaveousiuasess'saswarssdoornataesspinnachvasacede cas caSbuint apodedansesedoabGandsenstsheottryenass 
IAAP OTA cRNA AMEN oo SSDP cece ta nss baila caicacch cncizass odlug lake ca ngaeuatsdswbwoin iaensnoseRvadssuwadnaneeyesadtasccstabaiendgauceeanase 
Injection triMEHSXALO GIUCUMOMALS PON 2S MG ....:.:02ccessssrevcossscosesensccsassocssussececscecanntsewacasassecoaseaadeseasessonsscaaseesoosevons 
Ara) ISEIOTA SRY URS MAINS OD OO MEIN osc sa san casoesmnnddinn cies seu cacsaitaanaccomenseanssdgasiesdd ececsodlead gnsadoadustbasseosmencmaepuousasccss 
Maj DCN ON ANNAPOMIALIAG MAC], ANDAO LOMIG ..5:52605.ccsssencnsdsanonesscsconssaasecnerdsoowsceonsssensssacecotecavesnecaanedscsenescnsasacasensenedesns 
FeaINCAER ato) (pio Masa NCNO Tp RN ONAN ORIG 5a ca wt scu cuss duns Asncucsensasie'ins sdpedsisassasuesindeonyecledecevslasna pion sunsduepestaonandsacedepenanteanexunacnaes 


Injection, diethylstilbestrol diphosphate, 250 mg 
Injection, interferon alfacon-1, recombinant, 1 microgram 
Leuprolide acetate implant, 65 mg 


age regimen. 





Diphtheria antitonxin: xoQuimne cay TOUS cece in ceca cssulsbeen ccceusees sonccacdiossnndcanseescececeasaececaevoiescaveieds veh eaconsaaosussiacesussenss 
Vaccina immune globulin, human, for intrAMUSCUlAL USE ooo... eee cee tee eceeeeeeenesssaeesesessssseeeseeesseeeeseanseseeeeeuees 


AGENOVITES WAGCINC AYRE: 7, HIVE MOIOTANMISE 2. s.5scc00. ssesecdycsesese covsndbaaesssesuses ssnansssdedsssnsteursnsnssbnasanassscecdengcetndconesetnes 
Meningococcal conjugate vaccine, serogroups c & y and hemophilus influenza b vaccine (hib-mency), 4 dose 

schedule, when administered to children 2-15 months of age, for intramuscular use. 
Rotavirus vaccine, human, attenuated, 2 dose schedule, live, for Oral USE wo... eee ce ceeeeeteeseeeenneeeeeteeeneeeees 
AAG UCB ACCA GOTMAM OIA OOS isuscconsanscivecenssacusscvodsosguiesed seine osedbondononssceadbdabunaaenceneMenettdsetecanseasdedsensamadeedvens 
IRAIDCHON MONA CIAMAGIENG OO SING) 25 2ncse5s55c0sdsesesascsscenecisesaoasessonsanccccssvobesonnsoubsscdnniedooenanspandesdsalavucaslonssass sabsseuncsnde 
Ata] BOLI A RAS TASO soled OMAIANG 5s cscebcicvasacsissancasascsstansacacdacaseactcessansancavbesniicessoasurqubacsoud sade seceagsstnern sadecacaeeacndensots 
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VI. Estimate of OPPS Transitional Pass- 
Through Spending for Drugs, 
Biologicals, Radiopharmaceuticals, and 
Devices 


A. Background 


Section 1833(t)(6)(E) of the Act limits 
the total projected amount of 
transitional pass-through payments for 
drugs, biologicals, 
radiopharmaceuticals, and categories of 
devices for a given year to an 
“applicable percentage,” currently not 
to exceed 2.0 percent of total program 
payments estimated to be made for all 
covered services under the OPPS 
furnished for that year. If we estimate 
before the beginning of the calendar 
year that the total amount of pass- 
through payments in that year would 
exceed the applicable percentage, 
section 1833(t)(6)(E)(iii) of the Act 
requires a uniform prospective 
reduction in the amount of each of the 
transitional pass-through payments 
made in that year to ensure that the 
limit is not exceeded. We estimate the 
pass-through spending to determine 
whether payments exceed the 
applicable percentage and the 
appropriate prorata reduction to the 
conversion factor for the projected level 
of pass-through spending in the 
following year to ensure that total 
estimated pass-through spending for the 
prospective payment year is budget 
neutral, as required by section 
1833(t)(6)(E) of the Act. 

For devices, developing an estimate of 
pass-through spending in CY 2015 
entails estimating spending for two 
groups of items. The first group of items 
consists of device categories that are 
currently eligible for pass-through 
payment and that will continue to be 
eligible for pass-through payment in CY 
2015. The CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66778) 
describes the methodology we have 
used in previous years to develop the 
pass-through spending estimate for 
known device categories continuing into 
the applicable update year. The second 
group of items consists of items that we 
know are newly eligible, or project may 
be newly eligible, for device pass- 
through payment beginning in CY 2015. 
The sum of the CY 2015 pass-through 
estimates for these two groups of device 
categories equals the total CY 2015 pass- 
through spending estimate for device 
categories with pass-through status. We 
base the device pass-through estimated 
payments for each device category on 
the amount of payment as established in 
section 1833(t)(6)(D)(ii) of the Act, and 
as outlined in previous rules, including 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75034 through 


75036). We note that, beginning in CY 
2010, the pass-through evaluation 
process and pass-through payment for 
implantable biologicals newly approved 
for pass-through payment beginning on 
or after January 1, 2010 that are 
surgically inserted or implanted 
(through a surgical incision or a natural 
orifice) is the device pass-through 
process and payment methodology (74 
FR 60476). As has been our past practice 
(76 FR 74335), in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41007), for 
CY 2015, we proposed to include an 
estimate of any implantable biologicals 
eligible for pass-through payment in our 
estimate of pass-through spending for 
devices. We also proposed that, 
beginning in CY 2015, applications for 
pass-through payment for skin 
substitutes and similar products be 
evaluated using the medical device 
pass-through process and payment 
methodology. We proposed that the last 
skin substitute pass-through 
applications evaluated using the drugs 
and biologicals pass-through evaluation 
process would be those with an 
application deadline of September 1, 
2014, and an earliest effective date of 
January 1, 2015. Therefore, in light of 
this proposal, we proposed to change 
the December 1, 2014 pass-through 
application deadline (for an earliest 
effective date of April 1, 2015) for both 
drugs and biologicals and devices to 
January 15, 2015, in order to provide 
sufficient time for applicants to adjust to 
the new policies and procedures that 
will be in effect as of January 1, 2015. 
We discuss our proposal to change the 
pass-through evaluation process for skin 
substitutes and address comments to 
this proposal and the proposal to change 
the April 1, 2015 pass-through effective 
date application deadline in section 
V.B.2.d. of this final rule with comment 
period, where we explain that we are 
finalizing this proposal. Therefore, 
beginning in CY 2015, we will include 
an estimate of any skin substitutes 
eligible for pass-through payment in our 
estimate of pass-through spending for 
devices. 

We did not receive any public 
comments on our proposed 
methodology or proposed estimate for 
pass-through spending for devices. 
Therefore, we are finalizing our 
proposal to base the pass-through 
estimate for devices on our established 
methodology, as described above. 
Moreover, we are finalizing our 
proposal, beginning in CY 2015 and in 
future years, to include an estimate of 
any skin substitutes eligible for pass- 
through payment in our estimate of 
pass-through spending for devices. 


For drugs and biologicals eligible for 
pass-through payment, section 
1833(t)(6)(D)(i) of the Act establishes the 
pass-through payment amount as the 
amount by which the amount 
authorized under section 1842(o0) of the 
Act (or, if the drug or biological is 
covered under a competitive acquisition 
contract under section 1847B of the Act, 
an amount determined by the Secretary 
equal to the average price for the drug 
or biological for all competitive 
acquisition areas and year established 
under such section as calculated and 
adjusted by the Secretary) exceeds the 
portion of the otherwise applicable fee 
schedule amount that the Secretary 
determines is associated with the drug 
or biological. We note that the Part B 
drug CAP program has been postponed 
since CY 2009, and such a program has 
not been reinstated for CY 2015. 
Because, as we proposed, we will pay 
for most nonpass-through separately 
payable drugs and biologicals under the 
CY 2015 OPPS at ASP+6 percent, as we 
discuss in section V.B.3. of the proposed 
rule and this final rule with comment 
period, which represents the otherwise 
applicable fee schedule amount 
associated with most pass-through drugs 
and biologicals, and because, as we 
proposed, we will pay for CY 2015 pass- 
through drugs and biologicals at ASP+6 
percent, as we discuss in section V.A. of 
the proposed rule and this final rule 
with comment period, our estimate of 
drug and biological pass-through 
payment for CY 2015 for this group of 
items is $0, as discussed below. 


Furthermore, payment for certain 
drugs, specifically diagnostic 
radiopharmaceuticals and contrast 
agents, without pass-through status will 
always be packaged into payment for 
the associated procedures and these 
products will not be separately paid. In 
addition, we policy-package all 
nonpass-through drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure and drugs and biologicals 
that function as supplies when used in 
a surgical procedure, as discussed in 
section II.A.3. of this final rule with 
comment period. In the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41007), we 
proposed that all of these policy- 
packaged drugs and biologicals with 
pass-through status would be paid at 
ASP+6 percent, like other pass-through 
drugs and biologicals, for CY 2015. 
Therefore, our estimate of pass-through 
payment for policy-packaged drugs and 
biologicals with pass-through status 
approved prior to CY 2015 is not $0. In 
section V.A.4. of this final rule with 
comment period, we discuss our 
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proposed and finalized policy to 
determine if the costs of certain policy- 
packaged drugs or biologicals are 
already packaged into the existing APC 
structure. If we determine that a policy- 
packaged drug or biological approved 
for pass-through payment resembles 
predecessor drugs or biologicals already 
included in the costs of the APCs that 
are associated with the drug receiving 
pass-through payment, we proposed to 
offset the amount of pass-through 
payment for the policy-packaged drug or 
biological. For these drugs or 
biologicals, the APC offset amount is the 
portion of the APC payment for the 
specific procedure performed with the 
pass-through drug or biological, which 
we refer to as the policy-packaged drug 
APC offset amount. If we determine that 
an offset is appropriate for a specific 
policy-packaged drug or biological 
receiving pass-through payment, we 
reduce our estimate of pass-through 
payments for these drugs or biologicals 
by this amount. 

Similar to pass-through estimates for 
devices, the first group of drugs and 
biologicals requiring a pass-through 
payment estimate consists of those 
products that were recently made 
eligible for pass-through payment and 
that will continue to be eligible for pass- 
through payment in CY 2015. The 
second group contains drugs and 
biologicals that we know are newly 
eligible, or project will be newly 
eligible, beginning in CY 2015. The sum 
of the CY 2015 pass-through estimates 
for these two groups of drugs and 
biologicals equals the total CY 2015 
pass-through spending estimate for 
drugs and biologicals with pass-through 
status. 


B. Estimate of Pass-Through Spending 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41007), we proposed to set 
the applicable pass-through payment 
percentage limit at 2.0 percent of the 
total projected OPPS payments for CY 
2015, consistent with section 
1833(t)(6)(E)(ii)(II) of the Act, and our 
OPPS policy from CY 2004 through CY 
2014 (78 FR 75034 through 75036). 

For the first group of devices for pass- 
through payment estimation purposes, 
there is one device category, HCPCS 
code C1841 (Retinal prosthesis, includes 
all internal and external components), 
eligible for pass-through payment as of 
October 1, 2013, continuing to be 
eligible for CY 2014, and that will 
continue to be eligible for pass-through 
payment for CY 2015. Based on the one 
device category, HCPCS code C1841, we 
are finalizing our proposed rule estimate 
for the first group of devices of $0.5 
million. 


In estimating our CY 2015 pass- 
through spending for device categories 
in the second group, we include: Device 
categories that we knew at the time of 
the development of the final rule will be 
newly eligible for pass-through payment 
in CY 2015; additional device categories 
that we estimate could be approved for 
pass-through status subsequent to the 
development of the final rule and before 
January 1, 2015; and contingent 
projections for new device categories 
established in the second through fourth 
quarters of CY 2015. We proposed to use 
the general methodology described in 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66778), while 
also taking into account recent OPPS 
experience in approving new pass- 
through device categories. For the 
proposed rule, the estimate of CY 2015 
pass-through spending for this second 
group of device categories was $10.0 
million. We did not receive any public 
comments regarding our proposed pass- 
through estimate for devices. We are 
establishing one new device category 
subsequent to the publication of the 
proposed rule, HCPCS code C2624 
(Implantable wireless pulmonary artery 
pressure sensor with delivery catheter, 
including all system components), that 
will be effective January 1, 2015. We 
estimate that HCPCS code C2624 will 
cost $50.5 million in pass-through 
expenditures in CY 2015. Therefore, for 
this CY 2015 OPPS/ASC final rule with 
comment period, the estimate of CY 
2015 pass-through spending for this 
second group of device categories is 
$60.5 million. 

To estimate CY 2015 pass-through 
spending for drugs and biologicals in 
the first group, specifically those drugs 
and biologicals recently made eligible 
for pass-through payment and 
continuing on pass-through payment 
status for CY 2015, we proposed to 
utilize the most recent Medicare 
physician claims data regarding their 
utilization, information provided in the 
respective pass-through applications, 
historical hospital claims data, 
pharmaceutical industry information, 
and clinical information regarding those 
drugs or biologicals to project the CY 
2015 OPPS utilization of the products. 

For the known drugs and biologicals 
(excluding policy-packaged diagnostic 
radiopharmaceuticals, contrast agents, 
drugs, biologicals, and 
radiopharmaceuticals that function as 
supplies when used in a diagnostic test 
or procedure, and drugs and biologicals 
that function as supplies when used in 
a surgical procedure) that will be 
continuing on pass-through payment 
status in CY 2015, we estimate the pass- 
through payment amount as the 


difference between ASP+6 percent and 
the payment rate for nonpass-through 
drugs and biologicals that will be 
separately paid at ASP+6 percent, 
which is zero for this group of drugs. 
Because payment for policy-packaged 
drugs and biologicals is packaged if the 
product was not paid separately due to 
its pass-through status, we proposed to 
include in the CY 2015 pass-through 
estimate the difference between 
payment for the policy-packaged drug or 
biological at ASP+6 percent (or WAC+6 
percent, or 95 percent of AWP, if ASP 
or WAC information is not available) 
and the policy-packaged drug APC 
offset amount, if we determine that the 
policy-packaged drug or biological 
approved for pass-through payment 
resembles a predecessor drug or 
biological already included in the costs 
of the APCs that are associated with the 
drug receiving pass-through payment. 
For the proposed rule, using the 
methodology described above, we 
calculated a CY 2015 proposed 
spending estimate for this first group of 
drugs and biologicals of approximately 
$2.8 million. 

We did not receive any public 
comments on our proposed 
methodology for calculating for 
calculating the spending estimate for the 
first group of drugs and biologicals. 

For this final rule with comment 
period, using the methodology 
described above, we calculated a final 
CY 2015 spending estimate for this first 
group of drugs and biologicals of 
approximately $11.7 million. 

To estimate proposed CY 2015 pass- 
through spending for drugs and 
biologicals in the second group (that is, 
drugs and biologicals that we know are 
newly eligible, or project will be newly 
eligible, beginning in CY 2015), in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 41008), we proposed to use 
utilization estimates from pass-through 
applicants, pharmaceutical industry 
data, clinical information, recent trends 
in the per unit ASPs of hospital 
outpatient drugs, and projected annual 
changes in service volume and intensity 
as our basis for making the CY 2015 
pass-through payment estimate. We also 
proposed to consider the most recent 
OPPS experience in approving new 
pass-through drugs and biologicals. 
Using our proposed methodology for 
estimating CY 2015 pass-through 
payments for this second group of 
drugs, we calculated a proposed 
spending estimate for this second group 
of drugs and biologicals of 
approximately $2.2 million. 

We did not receive any public 
comments on our proposed 
methodology for calculating for 
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calculating the spending estimate for the 
second group of drugs and 
nonimplantable biologicals. 

For this final rule with comment 
period, using our finalized methodology 
for estimating CY 2015 pass-through 
payments for this second group of 
drugs, we calculated a spending 
estimate for this second group of drugs 
and biologicals of approximately $10.1 
million. Our CY 2015 estimate for total 
pass-through spending for drugs and 
biologicals (spending for the first group 
of drugs and biologicals ($11.7 million) 
plus spending for the second group of 
drugs and biologicals ($10.1 million)) 
equals $21.8 million. 

In summary, in accordance with the 
methodology described above in this 
section, for this final rule with comment 
period, we estimate that total pass- 
through spending for the device 
categories and the drugs and biologicals 
that are continuing to receive pass- 
through payment in CY 2015 and those 
device categories, drugs, and biologicals 
that first become eligible for pass- 
through payment during CY 2015 will 
be approximately $82.8 million 
(approximately $61.0 million for device 
categories and approximately $21.8 
million for drugs and biologicals), 
which represents 0.15 percent of total 
projected OPPS payments for CY 2015. 
Therefore, we estimate that pass- 
through spending in CY 2015 will not 
amount to 2.0 percent of total projected 
OPPS CY 2015 program spending. 


VII. OPPS Payment for Hospital 
Outpatient Visits 


A. Payment for Hospital Outpatient 
Clinic and Emergency Department Visits 


Since April 7, 2000, we have 
instructed hospitals to report facility 
resources for clinic and ED hospital 
outpatient visits using the CPT E/M 
codes and to develop internal hospital 
guidelines for reporting the appropriate 
visit level (65 FR 18451). Because a 
national set of hospital-specific codes 
and guidelines do not currently exist, 
we have advised hospitals that each 
hospital’s internal guidelines that 
determine the levels of clinic and ED 
visits to be reported should follow the 
intent of the CPT code descriptors, in 
that the guidelines should be designed 
to reasonably relate the intensity of 
hospital resources to the different levels 
of effort represented by the codes. 

While many hospitals have advocated 
for hospital-specific national guidelines 
for visit billing since the OPPS started 
in 2000, and we have signaled in past 
rulemaking our intent to develop 
guidelines, this complex undertaking 
has proven challenging. Our work with 





interested stakeholders, such as hospital 
associations, along with a contractor, 
has confirmed that no single approach 
could consistently and accurately 
capture hospitals’ relative costs. Public 
comments received on this issue, as 
well as our own knowledge of how 
clinics operate, have led us to conclude 
that it is not feasible to adopt a set of 
national guidelines for reporting 
hospital clinic visits that can 
accommodate the enormous variety of 
patient populations and service-mix 
provided by hospitals of all types and 
sizes throughout the country. Moreover, 
no single approach has been broadly 
endorsed by the stakeholder 
community. 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75036 
through 75045), we finalized a new 
policy which created an alphanumeric 
HCPCS code, G0463 (Hospital 
outpatient clinic visit for assessment 
and management of a patient), for 
hospital use only representing any and 
all clinic visits under the OPPS and 
assigned HCPCS code G0463 to new 
APC 0634. We also finalized a policy to 
use CY 2012 claims data to develop the 
CY 2014 OPPS payment rates for HCPCS 
code G0463 based on the total geometric 
mean cost of the levels one through five 
CPT E/M codes for clinic visits 
previously recognized under the OPPS 
(CPT codes 99201 through 99205 and 
99211 through 99215). In addition, we 
finalized a policy to no longer recognize 
a distinction between new and 
established patient clinic visits. 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75036 
through 75043), we also stated our 
policy that we would continue to use 
our existing methodology to recognize 
the existing CPT codes for Type A ED 
visits as well as the five HCPCS codes 
that apply to Type B ED visits, and to 
establish the OPPS payment under our 
established standard process. We refer 
readers to the CY 2014 OPPS/ASC final 
rule with comment period for a detailed 
discussion of the public comments and 
our rationale for the CY 2014 policies. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41008 through 41009), for 
CY 2015, we proposed to continue the 
current policy, adopted in CY 2014, for 
clinic and ED visits. HCPCS code G0463 
(for hospital use only) will represent 
any and all clinic visits under the OPPS. 
We proposed to continue to assign 
HCPCS code G0463 to APC 0634. We 
proposed to use CY 2013 claims data to 
develop the CY 2015 OPPS payment 
rates for HCPCS code G0463 based on 
the total geometric mean cost of the 
levels one through five CPT E/M codes 
for clinic visits currently recognized 


under the OPPS (CPT codes 99201 
through 99205 and 99211 through 
99215). Finally, as we established in the 
CY 2014 OPPS/ASC final rule with 
comment period, there is no longer a 
policy to recognize a distinction 
between new and established patient 
clinic visits. 

Comment: Commenters requested that 
CMS discontinue the single HCPCS G- 
code for reporting clinic visits and 
return to a reporting structure that 
recognizes differences in clinical acuity 
and resource utilization. The 
commenters expressed concern that 
CMS’ clinic visit coding proposal 
creates a payment bias that unfairly 
penalizes certain providers, such as 
trauma centers, cancer hospitals, and 
major teaching hospitals, which provide 
care for more severely ill Medicare 
beneficiaries. One commenter urged 
CMS to carefully review its ratesetting 
process for HCPCS code G0463 to 
ensure that claims containing packaged 
services that are intended to be part of 
the hospital clinic rates are not being 
excluded from the payment 
computations, thereby creating 
artificially low rates. Another 
commenter recommended that CMS 
work with the American Medical 
Association (AMA) to develop facility- 
specific CPT codes for E/M clinic visits 
(with no distinction between new and 
established patients) and seek input 
from industry stakeholders to develop 
descriptions for these new codes that 
allow for their consistent application by 
hospital outpatient clinics/facilities. 

Response: We believe that the 
spectrum of hospital resources provided 
during an outpatient hospital clinic visit 
is appropriately captured and reflected 
in the single level payment for clinic 
visits. We also believe that the single 
visit code is consistent with a 
prospective payment system, where 
payment is based on an average 
estimated relative cost for the service, 
although the cost of individual cases 
may be more or less costly than the 
average. We believe the proposed 
payment rate for APC 0634 represents 
an appropriate payment for clinic visits, 
as it is based on the geometric mean 
costs of all visits. Although the cost for 
any given clinic visit may be higher or 
lower than the geometric mean cost of 
APC 0634, the payment remains 
appropriate to the hospital delivering a 
variety of clinic visits. The high volume 
of claims from every level of clinic CPT 
code that we used for ratesetting for 
HCPCS code G0463 allows us to have 
accurate data upon which to develop 
a payment rates. 

With regard to specific concerns for 
hospitals that treat patients with a more 
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complex case-mix, we note that the 
relatively low estimated cost of clinic 
visits overall would result in much less 
underpayment or overpayment for 
hospitals that may serve a population 
with a more complex case-mix. As we 
stated in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41008), we 
proposed to use CY 2013 claims data to 
develop the CY 2015 OPPS payment 
rates for HCPCS code G0463 based on 
the total geometric mean cost of the 
levels one through five CPT E/M codes 
for clinic visits currently recognized 
under the OPPS (CPT codes 99201 
through 99205 and 99211 through 
99215). We note that claims containing 
packaged services that are intended to 
be part of the hospital clinic rates are 
not excluded from payment 
computations for HCPCS code G0463, 
consistent with our application of our 
line-item trim as described in section 
I].A.2.a. of this final rule with comment 
period. The line-item trim described in 
section II.A.2.a. of this final rule with 
comment period requires the lines to be 
eligible for payment in both the claims 
year and the prospective years. 
Therefore, the lines that would be 
packaged when modeling clinic visits 
would not be subject to this trim. For a 
more detailed discussion of the OPPS 
data process, we refer readers to section 
IL.A. of this final rule with comment 
period. 

With regard to the potential for 
facility-specific CPT codes, as we have 
stated in the past (76 FR 74346), if the 
AMA were to create facility-specific 
CPT codes for reporting visits provided 
in HOPDs (based on internally 
developed guidelines), we would 
consider such codes for OPPS use. 

After consideration of the public 
comments we received, we are 
finalizing our CY 2015 proposal, 
without modification, to continue to use 
HCPCS code G0463 (for hospital use 
only) to represent any and all clinic 
visits under the OPPS for CY 2015. In 
addition, for CY 2015 we are finalizing 
our proposals, without modification, to 
continue to assign HCPCS code G0463 
to APC 0634 and to use CY 2013 claims 
data to develop the CY 2015 OPPS 
payment rates for HCPCS code G0463 
based on the total geometric mean cost 
of the levels one through five CPT E/M 
codes for clinic visits currently 
recognized under the OPPS (CPT codes 
99201 through 99205 and 99211 through 
99215). 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75040), we 
stated that additional study was needed 
to fully assess the most suitable 
payment structure for ED visits, 
including the particular number of visit 





levels that would not underrepresent 
resources required to treat the most 
complex patients, such as trauma 
patients and that we believed it was best 
to delay any change in ED visit coding 
while we reevaluate the most 
appropriate payment structure for Type 
A and Type B ED visits. At this time, we 
continue to believe that additional study 
is needed to assess the most suitable 
payment structure for ED visits. In the 
CY 2015 OPPS/ASC proposed rule, we 
did not propose any change in ED visit 
coding. Rather, for CY 2015, we 
proposed to continue to use our existing 
methodology to recognize the existing 
CPT codes for Type A ED visits as well 
as the five HCPCS codes that apply to 
Type B ED visits, and to establish the 
CY 2015 proposed OPPS payment rates 
using our established standard process. 
We stated that we intend to further 
explore the issues described above 
related to ED visits, including concerns 
about excessively costly patients, such 
as trauma patients. We also stated that 
we may propose changes to the coding 
and APC assignments for ED visits in 
future rulemaking. 


Comment: Commenters supported 
CMS’ proposal to continue its current 
methodology to recognize the existing 
five CPT codes for Type A ED visits, as 
well as the five HCPCS codes for Type 
B ED visits, and to establish the 
associated CY 2015 OPPS payment rates 
using its standard process. Commenters 
commended CMS for proceeding with 
caution and agreed that additional study 
is needed on the appropriate payment 
structure for ED visits. Commenters also 
expressed their desire to work with 
CMS on a future policy proposal to 
create an appropriate payment structure 
for ED visits. Some commenters stated 
that one level of hospital ED payment is 
not appropriate for the various levels of 
resources required in ED visits, 
especially at major teaching hospitals, 
and expressed concern that a single 
level of ED visit payment would create 
a payment bias that would unfairly 
penalize certain providers, such as 
trauma centers and major teaching 
hospitals, which provide care for more 
severely ill Medicare beneficiaries. One 
commenter requested that CMS 
continue with its current ED visit 
payment policy for the foreseeable 
future and no longer attempt to make 
future changes to the policy in the 
coming years. Another commenter 
recommended that CMS work with the 
AMA to develop facility-specific CPT 
codes for Type A ED visits and Type B 
ED visits and seek input from industry 
stakeholders to develop descriptions for 
these new codes that allow for their 


consistent application by hospital 
outpatient clinics/facilities. 

Response: We appreciate the 
commenters’ support of our proposal to 
continue the current coding structure 
for ED visits while we continue to study 
the most appropriate payment structure 
for Type A and Type B ED visits. As 
discussed above, we received multiple 
comments that a single payment for an 
ED visit might underrepresent resources 
required to treat the most complex 
patients, such as trauma patients. As we 
have stated before (78 FR 75040), 
considering this issue requires 
additional study. As we continue to give 
additional study to this issue, we 
continue to welcome stakeholder input 
on the particular number of visit levels 
that would not underrepresent resources 
required to treat the most complex 
patients, such as trauma patients. 

With regard to the potential for 
facility-specific CPT codes, as we have 
also stated in the past (76 FR 74346), if 
the AMA were to create facility-specific 
CPT codes for reporting visits provided 
in HOPDs (based on internally 
developed guidelines), we would 
consider such codes for OPPS use. 

Comment: One commenter 
recommended, on a short-term basis, 
that CMS develop a set of three 
trauma-specific HCPCS codes for all 
trauma patients, for whom a trauma 
team is activated. 

Response: We appreciate the 
alternative presented by the commenter. 
We will take this recommendation into 
consideration as we continue to study 
and fully consider the most appropriate 
payment structure for Type A and Type 
B ED visits. 

After consideration of the public 
comments we received, we are 
finalizing our proposals, without 
modification, to continue to use our 
existing methodology to recognize the 
existing CPT codes for Type A ED visits 
as well as the five HCPCS codes that 
apply to Type B ED visits, and to 
establish the CY 2015 OPPS payment 
rates using our established standard 
process. We intend to further explore 
the issues described above related to ED 
visits, including concerns about 
excessively costly patients, such as 
trauma patients. We note that we may 
propose changes to the coding and APC 
assignments for ED visits in the future 
rulemaking. 


B. Payment for Critical Care Services 


For the history of the payment policy 
for critical care services, we refer 
readers to the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 
75043). In the CY 2014 OPPS/ASC final 
rule with comment period, we 
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continued to use the methodology 
established in the CY 2011 OPPS/ASC 
final rule with comment period for 
calculating a payment rate for critical 
care services that includes packaged 
payment of ancillary services, for 
example electrocardiograms, chest X- 
rays, and pulse oximetry. Critical care 
services are described by CPT codes 
99291 (Critical care, evaluation and 
management of the critically ill or 
critically injured patient; first 30-74 
minutes) and 99292 (Critical care, 
evaluation and management of the 
critically ill or critically injured patient; 
each additional 30 minutes (List 
separately in addition to code for 
primary service)). 

As we discussed in the CY 2015 
OPPS/ASC proposed rule (79 FR 41009), 
compared to the CY 2012 hospital 
claims data used for the CY 2014 OPPS 
ratesetting, the CY 2013 hospital claims 
data used for the CY 2015 OPPS 
ratesetting again show increases in the 
geometric mean line item costs as well 
as the geometric mean line item charges 
for CPT code 99291, which continue to 
suggest that hospitals’ billing practices 
for CPT code 99291 have remained the 
same. Because the CY 2013 claims data 
do not support any significant change in 
hospital billing practices for critical care 
services, we stated in the proposed rule 
that we continue to believe that it would 
be inappropriate to pay separately for 
the ancillary services that hospitals 
typically report in addition to CPT 
codes for critical care services. 
Therefore, for CY 2015, we proposed to 
continue our policy (that has been in 
place since CY 2011) to recognize the 
existing CPT codes for critical care 
services and establish a payment rate 
based on historical claims data. We also 
proposed to continue to implement 
claims processing edits that 
conditionally package payment for the 
ancillary services that are reported on 
the same date of service as critical care 
services in order to avoid overpayment. 
We stated that we will continue to 
monitor the hospital claims data for CPT 
code 99291 in order to determine 
whether revisions to this policy are 
warranted based on changes in 
hospitals’ billing practices. 

We did not receive any public 
comments on this issue. Accordingly, 
we are finalizing our proposals, without 
modification, to continue our policy to 
recognize the existing CPT codes for 
critical care services and establish a 
payment rate based on historical claims 
data, and to continue to implement 
claims processing edits that 
conditionally package payment for the 
ancillary services that are reported on 


the same date of service as critical care 
services in order to avoid overpayment. 


VIII. Payment for Partial 
Hospitalization Services 


A. Background 


Partial hospitalization is an intensive 
outpatient program of psychiatric 
services provided to patients as an 
alternative to inpatient psychiatric care 
for individuals who have an acute 
mental illness. Section 1861(ff)(1) of the 
Act defines partial hospitalization 
services as ‘‘the items and services 
described in paragraph (2) prescribed by 
a physician and provided under a 
program described in paragraph (3) 
under the supervision of a physician 
pursuant to an individualized, written 
plan of treatment established and 
periodically reviewed by a physician (in 
consultation with appropriate staff 
participating in such program), which 
sets forth the physician’s diagnosis, the 
type, amount, frequency, and duration 
of the items and services provided 
under the plan, and the goals for 
treatment under the plan.” Section 
1861(ff)(2) of the Act describes the items 
and services included in partial 
hospitalization services. Section 
1861(ff)(3)(A) of the Act specifies that a 
partial hospitalization program (PHP) is 
a program furnished by a hospital to its 
outpatients or by a community mental 
health center (CMHC) (as defined in 
subparagraph (B)), and “which is a 
distinct and organized intensive 
ambulatory treatment service offering 
less than 24-hour-daily care other than 
in an individual’s home or in an 
inpatient or residential setting.” Section 
1861(ff)(3)(B) of the Act defines a 
community mental health center for 
purposes of this benefit. 

Section 1833(t)(1)(B)(i) of the Act 
provides the Secretary with the 
authority to designate the OPD services 
to be covered under the OPPS. The 
Medicare regulations that implement 
this provision specify, under 42 CFR 
419.21, that payments under the OPPS 
will be made for partial hospitalization 
services furnished by CMHCs as well as 
Medicare Part B services furnished to 
hospital outpatients designated by the 
Secretary, which include partial 
hospitalization services (65 FR 18444 
through 18445). 

Section 1833(t)(2)(C) of the Act, in 
pertinent part, requires the Secretary to 
“establish relative payment weights for 
covered OPD services (and any groups 
of such services described in 
subparagraph (B)) based on median (or, 
at the election of the Secretary, mean) 
hospital costs’’ using data on claims 
from 1996 and data from the most recent 


available cost reports. In pertinent part, 
subparagraph (B) provides that the 
Secretary may establish groups of 
covered OPD services, within a 
classification system developed by the 
Secretary for covered OPD services, so 
that services classified within each 
group are comparable clinically and 
with respect to the use of resources. In 
accordance with these provisions, we 
have developed the PHP APCs. Section 
1833(t)(9)(A) of the Act requires the 
Secretary to “review not less often than 
annually and revise the groups, the 
relative payment weights, and the wage 
and other adjustments described in 
paragraph (2) to take into account 
changes in medical practice, changes in 
technology, the addition of new 
services, new cost data, and other 
relevant information and factors.”’ 

Because a day of care is the unit that 
defines the structure and scheduling of 
partial hospitalization services, we 
established a per diem payment 
methodology for the PHP APCs, 
effective for services furnished on or 
after July 1, 2000 (65 FR 18452 through 
18455). Under this methodology, the 
median per diem costs have been used 
to calculate the relative payment 
weights for PHP APCs. 

From CY 2003 through CY 2006, the 
median per diem costs for CMHCs 
fluctuated significantly from year to 
year, while the median per diem costs 
for hospital-based PHPs remained 
relatively constant. We were concerned 
that CMHCs may have increased and 
decreased their charges in response to 
Medicare payment policies. Therefore, 
we began efforts to strengthen the PHP 
benefit through extensive data analysis 
and policy and payment changes 
finalized in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66670 through 66676). We made two 
refinements to the methodology for 
computing the PHP median: The first 
remapped 10 revenue codes that are 
common among hospital-based PHP 
claims to the most appropriate cost 
centers; and the second refined our 
methodology for computing the PHP 
median per diem cost by computing a 
separate per diem cost for each day 
rather than for each bill. We refer 
readers to a complete discussion of 
these refinements in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66670 through 66676). 

In CY 2009, we implemented several 
regulatory, policy, and payment 
changes, including a two-tiered 
payment approach for PHP services 
under which we paid one amount for 
days with 3 services (APC 0172 Level I 
Partial Hospitalization) and a higher 
amount for days with 4 or more services 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66901 








(APC 0173 Level II Partial 
Hospitalization). We refer readers to 
section X.B. of the CY 2009 OPPS/ASC 
final rule with comment period (73 FR 
68688 through 68693) for a full 
discussion of the two-tiered payment 
system. In addition, for CY 2009, we 
finalized our policy to deny payment for 
any PHP claims submitted for days 
when fewer than 3 units of therapeutic 
services are provided (73 FR 68694). 

Furthermore, for CY 2009, we revised 
the regulations at 42 CFR 410.43 to 
codify existing basic PHP patient 
eligibility criteria and to add a reference 
to current physician certification 
requirements under 42 CFR 424.24 to 
conform our regulations to our 
longstanding policy (73 FR 68694 
through 68695). These changes have 
helped to strengthen the PHP benefit. 
We also revised the partial 
hospitalization benefit to include 
several coding updates. We refer readers 
to section X.C.3. of the CY 2009 OPPS/ 
ASC final rule with comment period (73 
FR 68695 through 68697) for a full 
discussion of these requirements. 

For CY 2010, we retained the two- 
tiered payment approach for PHP 
services and used only hospital-based 
PHP data in computing the APC per 
diem payment rates. We used only 
hospital-based PHP data because we 
were concerned about further reducing 
both PHP APC per diem payment rates 
without knowing the impact of the 
policy and payment changes we made 
in CY 2009. Because of the 2-year lag 
between data collection and rulemaking, 
the changes we made in CY 2009 were 
reflected for the first time in the claims 
data that we used to determine payment 
rates for the CY 2011 rulemaking (74 FR 
60556 through 60559). 

In CY 2011, in accordance with 
section 1301(b) of the Health Care and 
Education Reconciliation Act of 2010 
(HCERA 2010), we amended the 
description of a PHP in our regulations 
to specify that a PHP must be a distinct 
and organized intensive ambulatory 
treatment program offering less than 24- 
hour daily care “other than in an 
individual’s home or in an inpatient or 
residential setting.” In addition, in 
accordance with section 1301(a) of 
HCERA 2010, we revised the definition 
of a CMHC in the regulations to conform 
to the revised definition now set forth 
under section 1861(ff)(3)(B) of the Act. 
We discussed our finalized policies for 
these two provisions of HCERA 2010 in 
section X.C. of the CY 2011 OPPS/ASC 
final rule with comment period (75 FR 
71990). 

In the CY 2011 OPPS/ASC final rule 
with comment period (75 FR 71994), we 
also established four separate PHP APC 


per diem payment rates, two for CMHCs 
(for Level I and Level II services) and 
two for hospital-based PHPs (for Level 

I and Level II services), based on each 
provider’s own unique data. As stated in 
the CY 2011 OPPS/ASC proposed rule 
(75 FR 46300) and the final rule with 
comment period (75 FR 71991), for CY 
2011, using CY 2009 claims data, CMHC 
costs had significantly decreased again. 
We attributed the decrease to the lower 
cost structure of CMHCs compared to 
hospital-based PHP providers, and not 
the impact of the CY 2009 policies. 
CMHCs have a lower cost structure than 
hospital-based PHP providers, in part, 
because the data showed that CMHCs 
generally provide fewer PHP services in 
a day and use less costly staff than 
hospital-based PHPs. Therefore, it was 
inappropriate to continue to treat 
CMHCs and hospital-based providers in 
the same manner regarding payment, 
particularly in light of such disparate 
differences in costs. We also were 
concerned that paying hospital-based 
PHPs at a lower rate than their cost 
structure reflects could lead to hospital- 
based PHP closures and possible access 
problems for Medicare beneficiaries 
because hospital-based PHPs are located 
throughout the country and, therefore, 
offer the widest access to PHP services. 
Creating the four payment rates (two for 
CMHCs and two for hospital-based 
PHPs) based on each provider’s data 
supported continued access to the PHP 
benefit, while also providing 
appropriate payment based on the 
unique cost structures of CMHCs and 
hospital-based PHPs. In addition, 
separation of data by provider type was 
supported by several hospital-based 
PHP commenters who responded to the 
CY 2011 OPPS/ASC proposed rule (75 
FR 71992). 

For CY 2011, we instituted a 2-year 
transition period for CMHCs to the 
CMHC APC per diem payment rates 
based solely on CMHC data. For CY 
2011, under the transition methodology, 
CMHC PHP APCs Level I and Level Il 
per diem costs were calculated by taking 
50 percent of the difference between the 
CY 2010 final hospital-based PHP 
median costs and the CY 2011 final 
CMHC median costs and then adding 
that number to the CY 2011 final CMHC 
median costs. A 2-year transition under 
this methodology moved us in the 
direction of our goal, which is to pay 
appropriately for PHP services based on 
each provider type’s data, while at the 
same time allowing providers time to 
adjust their business operations and 
protect access to care for beneficiaries. 
We also stated that we would review 
and analyze the data during the CY 2012 





rulemaking cycle and, based on these 
analyses, we might further refine the 
payment mechanism. We refer readers 
to section X.B. of the CY 2011 OPPS/ 
ASC final rule with comment period (75 
FR 71991 through 71994) for a full 
discussion. 

After publication of the CY 2011 
OPPS/ASC final rule with comment 
period, a CMHC and one of its patients 
filed an application for a preliminary 
injunction, challenging the OPPS 
payment rates for PHP services provided 
by CMHCs in CY 2011 as adopted in the 
CY 2011 OPPS/ASC final rule with 
comment period (75 FR 71995). We refer 
readers to the court case, Paladin Cmty. 
Mental Health Ctr. v. Sebelius, 2011 WL 
3102049 (W.D.Tex. 2011), aff'd, 684 
F.3d 527 (5th Cir. 2012) (Paladin). The 
plaintiffs in the Paladin case challenged 
the agency’s use of cost data derived 
from both hospitals and CMHCs in 
determining the relative payment 
weights for the OPPS payment rates for 
PHP services furnished by CMHCs, 
alleging that section 1833(t)(2)(C) of the 
Act requires that such relative payment 
weights be based on cost data derived 
solely from hospitals. As discussed 
above, section 1833(t)(2)(C) of the Act 
requires CMS to “establish relative 
payment weights for covered OPD 
services (and any groups of such 
services...)... based on... hospital 
costs.’’ Numerous courts have held that 
“based on’’ does not mean “‘based 
exclusively on.’ On July 25, 2011, the 
District Court dismissed the plaintiffs’ 
complaint and application for a 
preliminary injunction for lack of 
subject-matter jurisdiction, which the 
plaintiffs appealed to the United States 
Court of Appeals for the Fifth Circuit. 
On June 15, 2012, the Court of Appeals 
affirmed the District Court’s dismissal 
for lack of subject-matter jurisdiction 
and found that the Secretary’s payment 
rate determinations for PHP services are 
not a facial violation of a clear statutory 
mandate (Paladin, 684 F.3d at 533). 

For CY 2012, as discussed in the CY 
2012 OPPS/ASC final rule with 
comment period (76 FR 74348 through 
74352), we determined the relative 
payment weights for PHP services 
provided by CMHCs based on data 
derived solely from CMHCs and the 
relative payment weights for hospital- 
based PHP services based exclusively on 
hospital data. The statute is reasonably 
interpreted to allow the relative 
payment weights for the OPPS payment 
rates for PHP services provided by 
CMHCs to be based solely on CMHC 
data and relative payment weights for 
hospital-based PHP services to be based 
exclusively on hospital data. Section 
1833(t)(2)(C) of the Act requires the 
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Secretary to “establish relative payment 
weights for covered OPD services (and 
any groups of such services described in 
subparagraph (B)) based on. . . 
hospital costs.”’ In pertinent part, 
subparagraph (B) provides that ‘‘the 
Secretary may establish groups of 
covered OPD services. . . so that 
services classified within each group are 
comparable clinically and with respect 
to the use of resources.” In accordance 
with subparagraph (B), we developed 
the PHP APCs, as set forth in § 419.31 
of the regulations (65 FR 18446 and 
18447; 63 FR 47559 through 47562 and 
47567 through 47569). As discussed 
above, PHP services are grouped into 
APCs. 

Based on section 1833(t)(2)(C) of the 
Act, we believe that the word 
“establish” can be interpreted as 
applying to APCs at the inception of the 
OPPS in 2000 or whenever a new APC 
is added to the OPPS. In creating the 
original APC for PHP services (APC 
0033), we did “establish” the initial 
relative payment weight for PHP 
services, provided in both hospital- 
based and CMHC-based settings, only 
on the basis of hospital data. 
Subsequently, from CY 2003 through CY 
2008, the relative payment weights for 
PHP services were based on a 
combination of hospital and CMHC 
data. For CY 2009, we established new 
APCs for PHP services based exclusively 
on hospital data. Specifically, we 
adopted a two-tiered APC methodology 
(in lieu of the original APC 0033) under 
which CMS paid one rate for days with 
3 services (APC 0172) and a different 
payment rate for days with 4 or more 
services (APC 0173). These two new 
APCs were established using only 
hospital data. For CY 2011, we added 
two new APCs (APCs 0175 and 0176) 
for PHP services provided by hospitals 
and based the relative payment weights 
for these APCs solely on hospital data. 
APCs 0172 and 0173 were designated 
for PHP services provided by CMHCs 
and were based on a mixture of hospital 
and CMHC data. As the Secretary 
argued in the Paladin case, the courts 
have consistently held that the phrase 
“based on’’ does not mean ‘‘based 
exclusively on.” Thus, the relative 
payment weights for the two APCs for 
PHP services provided by CMHCs in CY 
2011 were “based on” hospital data, no 
less than the relative payment weights 
for the two APCs for hospital-based PHP 
services. 

Although we used hospital data to 
establish the relative payment weights 
for APCs 0033, 0172, 0173, 0175, and 
0176 for PHP services, we believe that 
we have the authority to discontinue the 
use of hospital data in determining the 


OPPS relative payment weights for PHP 
services provided by CMHCs. Other 
parts of section 1833(t)(2)(C) of the Act 
make plain that the data source for the 
relative payment weights is subject to 
change from one period to another. 
Section 1833(t)(2)(C) of the Act provides 
that, in establishing the relative 
payment weights, “‘the Secretary shall 

. . usfe] data on claims from 1996 and 
us[e] data from the most recent available 
cost reports.’’ We used 1996 data (in 
addition to 1997 data) in determining 
only the original relative payment 
weights for 2000. In the ensuing 
calendar year updates, we continually 
used more recent cost report data. 

Moreover, section 1833(t)(9)(A) of the 
Act requires the Secretary to “review 
not less often than annually and revise 
the groups, the relative payment 
weights, and the wage and other 
adjustments described in paragraph (2) 
to take into account changes in medical 
practice, changes in technology, the 
addition of new services, new cost data, 
and other relevant information and 
factors.” For purposes of the CY 2012 
update, we exercised our authority 
under section 1833(t)(9)(A) of the Act to 
change the data source for the relative 
payment weights for PHP services 
provided by CMHCs based on ‘‘new cost 
data, and other relevant information and 
factors.” 

In the CY 2014 OPPS/ASC final rule 
with comment period, we finalized our 
proposal to base the relative payment 
weights that underpin the OPPS APCs, 
including the four PHP APCs, on 
geometric mean costs rather than on the 
median costs. For CY 2014, we 
established the four PHP APC per diem 
payment rates based on geometric mean 
cost levels calculated using the most 
recent claims and cost data for each 
provider type. We refer readers to the 
CY 2014 OPPS/ASC final rule with 
comment period for a more detailed 
discussion (78 FR 75047 through 
75050). 


B. PHP APC Update for CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41009 through 41012), for 
CY 2015, we proposed to continue to 
apply our established policies to 
calculate the four PHP APC per diem 
payment rates based on geometric mean 
per diem costs using the most recent 
claims and cost data for each provider 
type. We computed proposed CMHC 
PHP APC geometric mean per diem 
costs for Level I (3 services per day) and 
Level II (4 or more services per day) 
PHP services using only CY 2013 CMHC 
claims data and the most recent cost 
data, and proposed hospital-based PHP 
APC geometric mean per diem costs for 


Level I and Level II PHP services using 
only CY 2013 hospital-based PHP 
claims data and the most recent cost 
report data. These proposed geometric 
mean per diem costs were shown in 
Table 44 of the CY 2015 OPPS/ASC 
proposed rule (79 FR 41011). To prevent 
confusion, we will refer to the per diem 
information listed in Table 44 of the 
proposed rule and Tables 39 and 40 of 
this final rule with comment period as 
the PHP APC per diem costs or the PHP 
APC geometric mean per diem costs, 
and the per diem information listed in 
Addendum A as the PHP APC per diem 
payment rates or the PHP APC 
geometric mean per diem rates. The 
PHP APC per diem costs are the 
provider-specific costs derived from the 
most recent claims and cost data. The 
PHP APC per diem payment rates are 
the national unadjusted payment rates 
calculated after applying the OPPS 
budget neutrality adjustments described 
in sections II.A.4. and ILB of this final 
rule with comment period. 

For CY 2015, the proposed geometric 
mean per diem costs for days with 3 
services (Level I) were approximately 
$97 for CMHCs and approximately $177 
for hospital-based PHPs. The proposed 
geometric mean per diem costs for days 
with 4 or more services (Level II) were 
approximately $115 for CMHCs and 
approximately $190 for hospital-based 
PHPs. 

The CY 2015 proposed geometric 
mean per diem costs for CMHCs 
calculated under the proposed CY 2015 
methodology using CY 2013 claims data 
and the most recent cost data remained 
relatively constant when compared to 
the CY 2014 final geometric mean per 
diem costs for CMHCs established in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75050), with 
geometric mean per diem costs for Level 
I] CMHC PHP services decreasing from 
approximately $99 to approximately $97 
for CY 2015, and geometric mean per 
diem costs for Level II CMHC PHP 
services increasing from approximately 
$112 to approximately $115 for CY 
2015. 

The CY 2015 proposed geometric 
mean per diem costs for hospital-based 
PHPs calculated under the proposed CY 
2015 methodology using CY 2013 
claims data and the most recent cost 
report data showed more variation when 
compared to the CY 2014 final 
geometric mean per diem costs for 
hospital-based PHPs, with geometric 
mean per diem costs for Level I 
hospital-based PHP services decreasing 
from approximately $191 to 
approximately $177 for CY 2015, and 
geometric mean per diem costs for Level 
I] hospital-based PHP services 
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decreasing from approximately $214 to 
approximately $190 for CY 2015. 

We understand that having little 
variation in the PHP per diem payment 
rates from one year to the next allows 
providers to more easily plan their fiscal 
needs. However, we believe that it is 
important to base the PHP payment 
rates on the claims and cost reports 
submitted by each provider type so 
these rates accurately reflect the cost 
information for these providers. We 
recognize that several factors may cause 
a fluctuation in the per diem payment 
rates, including direct changes to the 
PHP APC per diem costs (for example, 
establishing separate APCs and 
associated per diem payment rates for 
CMHGCs and hospital-based providers 
based on the provider type’s costs), 
changes to the OPPS (for example, 
basing the relative payment weights on 
geometric mean costs), and provider- 
driven changes (for example, a 
provider’s decision to change its mix of 
services or to change its charges and 
clinical practice for some services). We 
refer readers to a more complete 
discussion of this issue in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75049). We invited public 
comments on what causes PHP costs to 
fluctuate from year to year and on these 
proposals. 

The proposed CY 2015 geometric 
mean per diem costs for the CMHC and 
hospital-based PHP APCs were shown 
in Table 44 of the proposed rule. We 
invited public comments on these 
proposals. 

Comment: Several commenters 
opposed the proposed CY 2015 PHP 
APC per diem payment rates and raised 
concerns about a continued decline in 
payments for these services. 
Commenters stated that the proposed 
per diem payment rates were inadequate 
to pay providers for furnishing these 
services, and were below most program 
costs for providing PHP services. Other 
commenters suggested that CMS 
continue to use the CY 2014 payment 
rates for CY 2015. A few commenters 
expressed concerns that the 15-percent 
reduction in payment rates for Level II 
services in hospitals dropped the 
payment rates too far below providers’ 
costs. Another commenter asked that 
CMS provide documentation to support 
the proposed payment rates for PHP 
services. 

Response: We acknowledge the 
concerns raised by the commenters who 
believe that reduced payment rates for 
CY 2015 will not adequately pay their 
costs to provide PHP services. However, 
the per diem payment rates reflect the 
cost of what each provider type expends 
to maintain such programs. Therefore, 


we do not believe that the final payment 
rates would be inadequate to cover the 
costs of providing these services. 

Based on the final geometric mean per 
diem costs derived from CY 2013 claims 
data and the most recent cost data, 
CMHCs’ geometric mean per diem costs 
increased from CY 2014 to CY 2015 for 
APC 0172 Level I (3 services per day) 
from approximately $99 to 
approximately $100, and for APC 0173 
Level II (4 or more services per day) 
from approximately $112 to 
approximately $119. These per diem 
cost increases for CMHC APCs 0172 and 
0173 are 0.76 percent and 5.7 percent, 
respectively. Final hospital-based PHP 
per diem costs decreased by 
significantly smaller amounts than the 
per diem costs that were proposed, but 
still declined when compared to CY 
2014 geometric mean per diem costs. 
The PHP APC geometric mean per diem 
costs decreased for hospital-based PHPs 
from CY 2014 to CY 2015 for APC 0175 
Level I (3 services per day) from 
approximately $191 to approximately 
$186, and for APC 0176 Level II (4 or 
more service per day) from 
approximately $214 to approximately 
$203. These final hospital-based PHP 
APC geometric mean per diem cost 
decreases are 2.6 percent for APC 0175 
(instead of the proposed decrease of 7.1 
percent) and 5.3 percent for APC 0176 
(instead of the proposed decrease of 
11.3 percent). We believe that the PHP 
APC per diem payment rates for both 
providers accurately reflect the claims 
and cost data of each provider type. 
Again, the resulting PHP APC per diem 
payment rates and the APC payment 
structures reflect the cost of what 
providers expend to maintain such 
programs. At this time, we cannot 
establish payment rates that do not 
accurately reflect the current claims and 
cost data. For these reasons, we are not 
suspending implementation of the CY 
2015 PHP APC per diem payment rates 
for CMHCs and hospital-based PHPs. 

The PHP APC per diem payment rates 
are directly related to the accuracy of 
the claims and cost data submitted by 
providers. Therefore, it is imperative 
that providers submit accurate claims 
and cost data in order for the payment 
rates to accurately reflect the providers’ 
costs, 

Regarding the documentation 
supporting the proposed PHP per diem 
payment rates, for each calendar year 
update, we explain how the PHP APC 
per diem payment rates are calculated 
in a proposed rule and a final rule. The 
industry is welcome to comment during 
the rulemaking process. We also make 
available to the public the OPPS PHP 
limited data set (LDS) and the OPPS 


LDS, which we discussed in the CY 
2015 OPPS/ASC proposed rule (79 FR 
40931). The OPPS PHP LDS can be used 
to recreate the PHP cost estimates and, 
when used in conjunction with the 
OPPS LDS, can be used to recreate the 
PHP APC payment rates. Both of these 
files are available twice a year, once for 
the proposed rule and again for the final 
rule. The LDSs are available for 
purchase under a CMS data use 
agreement through the CMS Web sites 
at: http://www.cms.gov/research- 
statistics-data-and-systems/files-for- 
order/limiteddatasets/ 
HospitalOPPSPHPLDS.html and http:// 
www.cms.gov/research-statistics-data- 
and-systems/files-for-order/ 
limiteddatasets/HospitalOPPS.html. 

Comment: A number of commenters 
noted the difficulty in planning and 
budgeting when payment rates for these 
services fluctuate and asked that CMS 
establish consistent and stable 
payments. Several commenters stated 
that they are committed to working with 
CMS to better understand and stabilize 
the payment rates for the PHP benefit, 
and to determine the factors driving the 
fluctuation in rates. One commenter 
asserted that the wide variability in PHP 
APC payment rates from year-to-year 
does not allow quality providers to plan 
for and to maintain services in a 
predictable way. Another commenter 
believed that the erratic payment rate 
structure could diminish access to care 
because providers may be unable to 
forecast statistical and financial 
parameters based on the proposed PHP 
APC payment rates. 

In response to our solicitation for 
public comments in the proposed rule 
on what the industry believed was 
causing the fluctuation in payment 
rates, a few commenters stated that 
other types of hospitals (rehabilitation, 
long-term acute care, and inpatient 
psychiatric facilities) are now providing 
PHP-like services, and questioned 
whether the cost structure of these 
facilities could be distorting PHP APC 
payment rates. Another commenter 
stated that as providers move away from 
PHPs and toward other mental health 
care options, the sample size used in 
calculating payment rates is smaller. 
The commenter further stated that 
volumes of services in a few areas could 
take on greater influence in the 
calculations and affect costs, creating 
instability in the PHP APC payment 
rates and difficulty in planning. 

A few commenters mentioned that 
their PHPs had not experienced 
significant operational or clinical 
protocol changes, and no changes in the 
personnel delivering the mix of services 
that would support a reduction in the 
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geometric mean per diem costs. Several 
commenters stated that almost one-third 
of the proposed PHP APC payment rate 
reduction could be explained by the 
budget neutrality adjustment, which 
disproportionately affects PHPs, and 
which, for CY 2015, may have led to 
payment rates that are less than the 
geometric mean per diem costs. 

A few commenters cited a study that 
they had a contractor conduct to 
investigate the fluctuations. The 
commenters stated that the study results 
did not suggest that the tiered payments, 
the use of a geometric mean versus a 
median methodology, the different 
payments by site of service, or provider- 
driver factors, such as service-mix or 
patient-mix, were the source of the 
problem. The commenters noted that 
the study found a dramatic decrease in 
the total volume of PHP services 
provided, but an increase in hospital- 
based PHP days, particularly for Level II 
services. The commenters believed that 
this shift to providing more hospital- 
based PHP services has partially offset 
the decline in CMHC PHP days and may 
have caused PHP costs to fluctuate. The 
commenters suggested several areas for 
potential future study, including the 
shift of services from CMHCs to 
hospital-based PHPs, a different of mix 
of providers within the hospital 
category, other types of hospitals newly 
offering PHP services, volume, and the 
size of hospitals and of PHPs. 

Response: We acknowledge the 
difficulties in planning and budgeting 
that can occur when payments fluctuate, 
or when payment rates decline. 
However, we are continuing to pay for 
PHP services based on provider data. 
We also believe that changes in payment 
rates from one year to the next are 
appropriate in a payment system that is 
annually updated to more accurately 
estimate the cost of a service upon 
which the relative payment weights are 
based. We continue to believe that 
payment rates for PHP services have 
fluctuated from year to year based on a 
variety of factors, including direct 
changes to the PHP APC per diem 
payment rate, and changes to the OPPS. 
Over the past several years, we have 
made changes to the OPPS methodology 
for calculating PHP APC per diem 
payment rates to more accurately align 
the payments with costs. The changes 
have included establishing two PHP 
APC payment tiers, establishing 
separate APCs and associated per diem 
payment rates for CMHCs and hospital- 
based providers based on each 
provider’s costs, and basing payments 
on the geometric mean costs rather than 
on median costs. 


In addition, the OPPS is a budget 
neutral payment system and, as a result, 
changes in the relative payment weights 
associated with certain services may 
affect those of other services in the 
payment system. Furthermore, provider- 
driven changes, such as a provider’s 
decision to change its mix of services or 
to change its charges and clinical 
practice for some services, may cause 
fluctuations in the per diem payment 
rates. We provided a detailed discussion 
of possible reasons for the fluctuation in 
the rates in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41012) and in 
section VIII.B. of this final rule with 
comment period. 

We appreciate the commenters’ 
providing possible reasons for 
fluctuations or declines in the payment 
rates. While several providers noted that 
their operations have not changed to 
support a decline in payments, we 
reiterate that our payment rates are 
based upon claims and cost data 
submitted to us by providers and, 
therefore, reflect the cost of what 
providers expend to maintain such 
programs. We also acknowledge the 
variables raised by the commenters that 
could cause the payment rate 
fluctuations and the study that several 
commenters had commissioned to look 
into PHP payments. We are unable to 
comment directly on the study results 
because we are not certain of the 
detailed methods used for this study. 
However, we appreciate the areas of 
potential future study suggested by 
commenters, and will take them into 
consideration in future analyses. 

Comment: Many commenters stated 
that the methodology for calculating 
payment rates was ‘flawed and 
illogical” and asked CMS to reexamine 
the methodology to determine why 
payment rates are declining. The 
commenters suggested that CMS 
consider other methods for paying for 
PHP services, such as removing PHP 
services from APC group assignments 
and creating PHPs under an 
independent payment status, such as is 
done under the home health benefit. 
The commenters suggested that CMS 
establish a base payment rate for PHP 
services at a higher level than the 
current mean cost, and annually adjust 
the base rate by an inflation factor. 

A few commenters supported the two- 
tiered payment methodology. However, 
the commenters suggested using only 
hospital-based data, which was 
implemented in CY 2009. Some 
commenters disagreed with CMS paying 
PHPs differently by site of service. One 
commenter disputed CMS’ assertion 
that CMHCs generally provide fewer 
PHP services in a day. The commenter 


stated that claims information indicates 
that CMHCs submit a greater percentage 
of their claims for 4 or more services per 
day. The commenter added that CMS 
does not collect wage data on CMHCs in 
its costs reports. Several commenters 
did not support continued use of the CY 
2014 policy, which uses the geometric 
mean per diem costs to calculate PHP 
payment rates. 

Many commenters suggested other 
alternatives to the current payment 
system, such as developing oversight 
strategies for poorly performing CMHCs 
if their performance suggests a high risk 
of fraud, and allowing top performing 
CMHCs to admit patients into intensive 
outpatient programs similarly structured 
as PHPs. One commenter noted that 
some hospital-based providers are 
moving away from PHPs and providing 
programs that are structured similarly to 
a PHP, but are not Medicare-certified 
PHPs (that is, providing several 
individual mental health services in a 
day that would be similar to a PHP, but 
providers are not enrolled as a PHP). 
The commenter stated that the programs 
similar to PHPs would require fewer 
services and be subject to fewer 
regulatory requirements (for example, 
no certification or recertification, no 
physical examination requirement, and 
no minimum attendance mandate), and 
yet have similar payment rates as those 
established for PHPs. The commenter 
suggested that CMS require that these 
programs bill for furnishing these 
services under the mental health 
services composite APC under the 
OPPS, with payment aligned with how 
commercial insurers pay for these 
services. The commenter also suggested 
that CMS consider policy levers to ease 
regulatory requirements for 
administering PHPs. 

Response: The OPPS successfully 
pays for outpatient services provided, 
such as and including partial 
hospitalization services, and we 
disagree that the system is flawed and 
illogical. This system bases payment on 
the geometric mean costs of providing 
the service or services using provider 
data from claims and cost reports. As 
discussed above, we believe this system 
provides appropriate payment for 
partial hospitalization services based on 
provider costs. 

Sections 1833(t)(2) and 1833(t)(9) of 
the Act set forth the requirements for 
establishing and adjusting the OPPS 
payment rates, including the PHP 
payment rates. As such, we are directed 
to pay for these services under the OPPS 
(which uses APCs) and may not remove 
these PHP services from the OPPS and 
pay for them separately (such as by 
establishing a base rate and annually 
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adjusting it for inflation). The estimated 
costs of the PHP APCs are based on the 
most updated cost and claims data. The 
OPPS conversion factor used to 
calculate payments for those PHP APCs 
is updated by a market basket each year. 
While we continuously examine ways 
in which the data process could be 
improved, we also welcome and 
appreciate public comment with regard 
to potential improvements. Similarly, 
we appreciate the meaningful comments 
that stakeholders provided regarding 
ways that the cost modeling process 
could be more accurate or methods to 
extract more appropriate data from the 
claims available for OPPS cost 
modeling. For a more detailed 
discussion of the OPPS ratesetting 
process, including PHP payments, we 
refer readers to the CY 2015 OPPS Final 
Rule Claims Accounting document, 
available on the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. 
Click on the link for “Hospital 
Outpatient Regulations and Notices”’, 
then on the link to the CY 2015 OPPS 
final rule, and then on the CY2015 
OPPS Claims Accounting document. 

With respect to the commenters’ 
request to return to the two-tiered 
payment methodology calculated using 
only hospital-based data that was 
implemented in the CY 2009 OPPS/ASC 
final rule with comment period (73 FR 
68688 through 68693), we refer 
commenters to the CY 2011 OPPS/ASC 
final rule with comment period (75 FR 
71991 through 71994). Because the cost 
of providing PHP services differs 
significantly by site of service, in CY 
2011, we implemented differing PHP 
payment rates for hospital-based PHPs 
and CMHCs. We added two new APCs 
(APCs 0175 and 0176) for PHP services 
provided by hospitals, and based the 
relative payment weights for these APCs 
solely on hospital data. APCs 0172 and 
0173 were designated for PHP services 
provided by CMHCs and were based on 
a blend of CMHC and hospital data. We 
calculate the PHP APC per diem 
payment rates based on the data 
provided for each type of provider in 
order to pay for services. The resulting 
PHP APC per diem payment rates reflect 
the cost of what providers expend to 
maintain such programs based on data 
provided by these types of providers, 
which we believe is an improvement 
over the two-tiered payment 
methodology calculated using only 
hospital-based data. 

In regard to the commenters’ concerns 
regarding the use of geometric mean 
rather than the median, in the CY 2013 
OPPS/ASC final rule with comment 





period, we established the geometric 
mean rather than the median as the 
measure upon which to base the relative 
payment weights that underpin the 
OPPS APCs, including the four PHP 
APCs (77 FR 68406 to 68412). The CY 
2015 PHP APC per diem payment rates 
are based on geometric mean costs. 
While a few commenters disagreed with 
our use of geometric mean costs, we 
believe that the use of geometric mean 
costs rather than median costs 
represents an improvement to our cost 
estimation process. As we stated in the 
CY 2013 OPPS/ASC final rule with 
comment period (77 FR 68409), we 
believe that including outlier 
observations in developing the relative 
payment weights and capturing the full 
range of service costs lead to more 
accurate relative payment weights. In 
addition to better incorporating those 
cost values that surround the median 
and, therefore, describing a broader 
range of cost patterns, basing the 
relative payment weight on geometric 
mean costs also may promote better 
stability in the payment system by 
making OPPS payments more reflective 
of the range of costs associated with 
providing services. Further, applying 
the geometric mean to the PHP APCs 
helps ensure that the relativity of the 
OPPS payment weights is properly 
aligned. We do not believe that paying 
for some services based on median 
costs, while using geometric mean costs 
for other services is appropriate or 
equitable. 

We believe that paying providers 
using the four PHP APC per diem 
payment rates based on the 
methodologies described above supports 
continued access to the PHP benefit, 
while also providing appropriate 
payment based on the unique cost 
structures of CMHCs and hospital-based 
PHPs. We also believe that each of these 
policies enables us to continue our 
responsible stewardship of the Medicare 
Trust Fund by more accurately 
matching payments with costs. For a 
full discussion of each of these policies 
implemented in prior rulemaking, 
including details on the rationales, we 
refer readers to the above-mentioned 
final rules with comment period, which 
are available on the CMS OPPS Web site 
at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
HospitalOutpatientPPS/Hospital- 
Outpatient-Regulations-and- 
Notices.html. 

In response to the commenters’ 
concerns regarding CMS’ statement that 
CMHCs provide fewer services in a day, 
as stated in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75047 through 75050), we are 


calculating the payment rates for PHP 
services based on the claims and cost 
data submitted by providers. The 
updated data used for calculating 
payments for this CY 2015 OPPS/ASC 
final rule with comment period indicate 
that CMHCs do indeed have a greater 
percentage of PHP days with 4 or more 
services, compared to hospital-based 
PHPs (94.6 percent of days compared to 
88.3 percent of days, respectively). 
However, in spite of their providing a 
greater percentage of days with 4 or 
more services, our updated cost data 
continue to show that CMHC costs per 
day are lower than those of hospital- 
based PHPs. 

In response to the question about 
wage data, CMHCs are required to 
include wage data for their staff on their 
cost reports, with certain exceptions. 
We direct readers to Medicare’s cost 
reporting instructions for CMHCs that 
are available online in the Provider 
Reimbursement Manual, Part 2, Chapter 
18 on the CMS Web site at: http:// 
www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Paper- 
Based-Manuals-Items/CMSO 
21935.html?DLPage=1&DLSort=0&DL 
SortDir=ascending. 

With respect to the suggestion that 
CMS develop oversight strategies for 
poor performing CMHCs with conduct 
that suggests potential fraud, we already 
have oversight strategies in place for 
providers that operate in a questionable 
manner. For example, MACs perform 
medical reviews of certain PHP claims, 
and PHP providers with claims that 
present ongoing concerns may have 
their claims placed on prepayment 
review. In some cases, CMHC and 
hospital-based PHP payments may be 
suspended or a CMHC’s or hospital’s 
billing privileges may be revoked. Our 
Office of Financial Management (OFM) 
has Recovery Audit Contractors (RACs), 
which regularly identify and collect 
overpayments from Medicare providers. 
Additionally, the Center for Program 
Integrity (CPI) and Zone Program 
Integrity Contractors (ZPICs) investigate 
potential fraud, waste, and abuse across 
the Medicare program, including 
potential concerns within CMHCs. 
Finally, the Office of Inspector General 
(OIG) and other law enforcement 
agencies continue in their efforts to 
address fraud and abuse throughout the 
Medicare program, including 
questionable billing for partial 
hospitalization services. 

With respect to the commenters’ 
request to allow top performing CMHCs 
to admit beneficiaries who require 
partial hospitalization services into 
outpatient programs that are structured 
similarly to PHPs, Medicare covers and 
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pays for reasonable and necessary PHP 
services provided by hospitals and 
CMHCs under the OPPS. While some 
private insurers and some State 
Medicaid programs recognize other 
types of intensive outpatient mental 
health programs as a distinct benefit like 
PHP services, the Medicare program 
does not. However, hospitals may 
provide and bill for individual services 
that make up various other mental 
health programs. 

Because all Medicare outpatient 
mental health services are capped at the 
hospital-based Level Il PHP per diem 
payment rate, from a payment 
standpoint, it does not matter how many 
of these individual services are billed to 
Medicare because payment will never 
exceed the hospital-based Level I] PHP 
per diem payment rate. However, 
CMHCs may only be paid for partial 
hospitalization services under the 
OPPS. 

We are constantly monitoring the 
OPPS in search of potential refinements 
that would improve the accuracy and 
stability of the payment system. We are 
unclear about the policy changes that 
the commenters suggested that we make 
regarding easing the regulatory 
requirements for administering PHPs. 
Some of the PHP requirements are set 
forth in the statute. For example, 
physician certification and 
recertification requirements for PHP 
services are set forth in section 
1835(a)(2)(F) of the Act and would 
require Congressional legislation to 
change. However, if providers have 
suggestions for specific policy changes 
to improve PHP operations while 
safeguarding access to PHP services and 
paying accurately for these services, we 
welcome those suggestions during 
rulemaking or through other dialogue 
with the industry. 

Comment: Many commenters 
described the key role that PHPs play in 
the continuum of care for patients with 
mental health issues. A number of 
commenters stated that if CMS moved 
forward with the proposed payment 
rates, much-needed PHP programs 
would struggle to remain financially 
viable. Multiple commenters believed 
that additional reductions in payments 
for CY 2015 would limit the ability of 
hospitals and CMHCs to provide these 
vital psychiatric services, reducing 
capacity or leading to closures, 
especially in rural areas, and thereby 
reducing access to care for Medicare 
patients. Several commenters noted 
that, as access to PHP services 
decreases, the decreases could lead to 
patients not receiving any services or to 
patients receiving services that are not 
appropriate for their needs; to use of 





more expensive inpatient psychiatric 
services; or to use of already stressed 
emergency departments. One 
commenter believed that CMS was 
concerned about the potential for 
hospital-based PHP closures, but not 
about CMHC closures. 

Response: In response to commenters’ 
concern about reduced PHP payment 
rates leading to decreased capacity and 
PHP closures, thereby reducing access 
to care and further eroding the viability 
of the safety net system, we emphasize 
again that the resulting PHP APC per 
diem payment rates for CY 2015 reflect 
the costs of what providers expend to 
maintain PHP programs. Therefore, it 
continues to be unclear to us why 
reduced PHP payment rates would lead 
to reduced capacity or program or 
business closures. As noted previously, 
the final CY 2015 per diem costs 
increased for CMHCs compared to CY 
2014, and decreased less than proposed 
for hospital-based PHPs. As we stated in 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74350), the 
closure of PHPs may be due to any 
number of reasons, such as poor 
business management or marketing 
decisions, competition, oversaturation 
of certain geographic areas, and Federal 
and State fraud and abuse efforts, among 
others. It does not directly follow that 
closure could be due to reduced per 
diem payment rates alone, especially 
when these per diem payment rates 
reflect the costs of PHP providers as 
stated in claims and cost data. 

In response to the commenters’ 
concerns that further reduction in the 
CMHC and hospital-based PHP APC per 
diem payment amounts could further 
erode the viability of the safety net 
system and make it more difficult for 
patients to receive needed mental health 
services, we take such concerns 
seriously for both CMHCs and hospital- 
based PHPs. We will continue to 
monitor facility closings and openings 
for both rural and urban areas to make 
sure that access issues do not exist. We 
also remain steadfast in our concern 
regarding access to care for all 
beneficiaries, while also providing 
appropriate payments for such care. 

A PHP is not the only program in 
which a Medicare beneficiary is able to 
receive needed mental health care. 
Access to other forms of mental health 
services is also available. Although not 
equivalent to a PHP, Medicare provides 
payment for outpatient mental health 
services in addition to PHP services. 
Many beneficiaries in need of mental 
health treatment receive other 
outpatient services generally from 
hospital programs that are available 
nationwide. 


Comment: Many commenters 
suggested that future payment rates be 
tied to quality criteria. One commenter 
recommended a payment system that 
rewards individual providers for 
outstanding quality and outcomes while 
keeping costs under control, and 
suggested that CMS use value-based 
purchasing rather than ‘“‘antiquated cost 
reimbursement-based purchasing.’ One 
commenter suggested that CMS conduct 
an analysis to determine what quality 
PHP care entails in terms of costs and 
staffing, rather than basing payment 
rates on reported costs. 

Response: We responded to a similar 
public comment in the CY 2013 OPPS/ 
ASC final rule with comment period (77 
FR 68410 through 68411) and refer 
readers to a summary of that comment 
and our response. Sections 1833(t)(2) 
and 1833(t)(9) of the Act set forth the 
requirements for establishing and 
adjusting OPPS rates, which include 
PHP rates. Section 1833(t)(17) of the Act 
authorizes the Hospital OQR Program, 
which applies a payment reduction to 
subsection (d) hospitals that fail to meet 
program requirements. In the CY 2015 
OPPS/ASC proposed rule (79 FR 41040), 
we considered future inclusion of, and 
requested comments on, the following 
quality measures addressing PHP issues 
that would apply in the hospital 
outpatient setting: (1) 30-Day 
Readmissions; (2) Group Therapy; and 
(3) No Individual Therapy. We refer 
readers to section XIII. of this final rule 
with comment period for a more 
detailed discussion of PHP measures 
considered for inclusion in the Hospital 
OQR Program in future years. The 
Hospital OQR Program does not apply 
to CMHCs. Further, currently, there is 
no statutory language explicitly 
authorizing a value-based purchasing 
program for PHPs. With respect to the 
suggestion of conducting an analysis to 
determine what quality PHP care entails 
in terms of costs and staffing, we will 
take the suggestion into consideration in 
future analyses. 

We do not consider the OPPS, the 
system under which PHPs are paid, to 
be ‘‘antiquated.” Rather, we find the 
OPPS to be a robust system, which 
aligns payments with provider costs. As 
noted previously, we regularly monitor 
the OPPS and, in recent years, have 
made changes to further improve the 
system’s ability to pay accurately for 
services provided. 

Comment: Many commenters noted 
that they provide services to Medicare 
beneficiaries which they cannot bill for 
on their claims. The services cited by 
the commenters included, for example: 
Assisting patients in finding appropriate 
housing; accessing other health care 
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services; obtaining medications; 
working through issues with family 
members; accessing transportation to 
medical and other appointments; 
assisting with information and 
appointments with Social Security; 
answering Medicare questions; 
accessing food banks and food stamps; 
obtaining eye and dental services; and 
integrating highly volatile and anxious 
patients into the milieu without 
upsetting the environment. Commenters 
stated that, currently, there is no way to 
show through the billing process that 
these events take place because there are 
no billing codes that capture these 
activities. 

Response: Section 1861(ff) of the Act 
and 42 CFR 410.43 describe the items 
and services included in partial 
hospitalization services. As set forth in 
these sections, partial hospitalization 
services generally consist of a variety of 
group, individual, and family 
psychotherapy sessions, supplemented 
with occupational therapy, the services 
of social workers, trained psychiatric 
nurses, and other staff trained to work 
with psychiatric patients, drugs and 
biologicals furnished for therapeutic 
purposes that cannot be self- 
administered, diagnostic services, 
education and training, and certain 
activity therapies designed to stabilize 
an acute episode of mental illness. 
Section 1861(ff)(2)( of the Act 
explicitly excludes meals and 
transportation from the items and 
services included in partial 
hospitalization services. The PHP APC 
per diem payment rate is the bundled 
payment for partial hospitalization 
services. Only the items and services 
specifically identified in the statute and 
regulations are considered partial 
hospitalization services. All other items 
and services are not paid as part of 
partial hospitalization services. 

Comment: A number of commenters 
asked that CMS have a dialogue with 
the PHP industry, and that the public 
comments on the proposed rule be 
directly addressed by CMS in an open 
forum where ideas could be 
cooperatively shared. 

Response: We maintain positive 
working relationships with various 
industry leaders representing both 
CMHCs and hospital-based PHP 
providers with whom we have 
consistently met over the years to 
discuss industry concerns and ideas. 
These relationships have provided 
significant and valuable input regarding 
PHP ratesetting. We also hold Hospital 
Outpatient Open Door Forum calls 
monthly, in which all individuals are 
welcome to participate and/or submit 
questions regarding specific issues, 


including questions related to PHPs. 
Furthermore, we initiate rulemaking 
annually, through which we receive 
public comments on proposals set forth 
in a proposed rule, and we respond to 
those comments in a final rule. All 
individuals are provided an opportunity 
to comment, and we give consideration 
to each comment that we receive. Given 
the relationships that we have 
established with various industry 
leaders and the various means for us to 
receive comments and 
recommendations, we believe that we 
receive adequate input regarding PHP 
ratesetting and take that input into 
consideration when establishing the 
PHP per diem payment amounts. We 
continue to welcome any input and 
information that the industry is willing 
to provide. 

Comment: Several commenters 
requested a better understanding of the 
Program for Evaluating Payment 
Patterns Electronic Report (PEPPER), the 
areas of risk it has identified, how the 
PEPPER fits into fraud and abuse efforts, 
and how the PEPPER fits into the 
benefit in general, and indicated that 
this information might be helpful to 
providers. The commenters expressed 
concern regarding various areas of risk 
cited by the PEPPER, including ‘‘No 
individual therapy.’” The commenter 
stated that although most providers 
furnish individual therapy, it is often 
not documented or billed as it is not 
included in the local coverage 
determinations (LCDs). 

Response: The PEPPER is a data 
report that contains statistics for each 
PHP area identified nationally to be at 
risk for improper payment (referred to 
in the report as ‘‘target areas”’). Each 
PEPPER contains a single PHP 
provider’s claims data statistics, 
obtained from claims submitted to the 
MAC for these target areas. PEPPER 
does not identify the presence of 
improper payments, but it can be used 
by the provider as a guide for auditing 
and monitoring efforts. A provider can 
use the PEPPER to compare its claims 
data over time to identify areas of 
potential concern and to identify 
changes in billing practices. When a 
provider is sent a PEPPER, the report 
includes a user’s guide, which describes 
the PEPPER and the target areas, among 
other things, and provides contact 
information for additional questions or 
information. Additional information on 
the PEPPER, including training and 
resources, is available at the PEPPER 
Web site at: http://pepper 
resources.org/. 

Regarding “individual therapy,” 
which is one area of risk that the 
PEPPER is assessing, individual therapy 





is a partial hospitalization service. For 

a review of the partial hospitalization 
services, we refer readers to section 
1861(ff)(2)(A) of the Act and our 
regulations at 42 CFR 410.43(a)(4)(i). We 
expect that providers would furnish 
individual therapy services as one of the 
services provided within a PHP. 

Comment: One commenter noted that 
new Medicare conditions of 
participation (CoPs) are about to become 
effective for CMHCs, and stated that 
most CMHCs are unaware of them. One 
commenter noted that complying with 
the new CoPs would increase its costs. 
The commenter also stated that, under 
a provision of the Affordable Care Act 
that became effective October 1, 2014, 
providers need to be aware that a CMHC 
must provide at least 40 percent of its 
items and services to individuals who 
are not eligible for benefits under 
Medicare. 

Response: The Conditions of 
Participation for Community Mental 
Health Centers final rule (78 FR 64604, 
October 29, 2013) established, for the 
first time, CoPs that CMHCs must meet 
in order to participate in the Medicare 
program. The CMHC CoPs are codified 
in 42 CFR Part 485, Subpart J, and 
became effective on October 29, 2014. 
Prior to the issuance of this final rule, 
on June 17, 2011, CMS issued a 
proposed rule (76 FR 35684) outlining 
the CoPs for Medicare-certified CMHCs. 
The proposed rule was open to public 
comment until August 16, 2011. Also, 
CMS issued press releases and fact 
sheets on the CoPs. CMS also has been 
working with trade organizations and 
the States to inform providers about the 
CoPs and the implementation date. 
Therefore, we believe that all CMHCs 
should be aware of these new 
requirements. More information on the 
CoPs for CMHCs can be found at 42 CFR 
Part 485, and through the link to the 
final rule at: http://www.gpo.gov/fdsys/ 
pkg/FR-2013-10-29/pdf/2013-24056.pdf. 
The proposed rule can be accessed 
through the following link on the Web 
site found at: http://www.gpo.gov/fdsys/ 
pkg/FR-2011-06-17/pdf/2011-14673.pdf. 
The final rule fact sheets can be 
accessed through the following link to 
the Web site found at: https:// 
www.cms.gov/Newsroom/ 
MediaReleaseDatabase/Fact-sheets/ 
2013-Fact-sheets-items/2013-10- 
28.html. The proposed rule press release 
can be accessed through the following 
link to the Web site found at: http:// 
www.cms.gov/Newsroom/ 
MediaReleaseDatabase/Press-releases/ 
2011-Press-releases-items/201 1-06- 
16.html. We believe that the cost 
associated with the CoPs is a reasonable 
and necessary business expense to 
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ensure the health and safety of all 
CMHC clients. In addition, effective 
October 29, 2014, under 42 CFR 
485.918(b)(1)(v), pursuant to section 
1861(ff)(3)(B) of the Act, a CMHC must 
provide at least 40 percent of its items 
and services to individuals who are not 
eligible for benefits under title XVIII of 
the Social Security Act, as measured by 
the total number of CMHC clients 
treated by the CMHC for whom services 
are not paid by Medicare, divided by the 
total number of clients treated by the 
CMHC in the applicable timeframe. 
Under this requirement, a newly 
enrolling or revalidating CMHC must 
submit to CMS a certification statement 
provided by an independent entity 
(such as an accounting technician). The 
document must indicate that (1) the 
entity has reviewed the CMHC’s client 
care data, and (2) the CMHC meets the 
applicable 40 percent requirement. (We 
refer readers to 78 FR 64620). CMS has 
issued a change request that instructs 
MACs on the processing of such CMHC 
certifications. This requirement 
implements the provision of the 
Affordable Care Act noted by the 
commenter. For more detailed 
information, we refer readers to the 
Conditions of Participation for 
Community Mental Health Centers final 
rule (78 FR 64604). 

Comment: A number of commenters 
noted the complexities of abiding by the 
LCDs on PHPs and believed that such 
LCDs are making it difficult for hospital- 
based PHP providers to continue to 
provide PHP services. Some 
commenters questioned whether the 
LCDs should be clarified or updated. 

Response: LCDs issued by MACs 
specify under what clinical 
circumstances an item or service is 
considered to be reasonable and 
necessary. They are administrative and 
educational tools to assist providers in 
submitting correct claims for payment. 


The MACs publish LCDs to provide 
guidance to the public and medical 
community within their jurisdictions. 
The MACs develop LCDs by considering 
medical literature, the advice of local 
medical societies and medical 
consultants, public comments, and 
comments from the provider 
community. LCDs must be consistent 
with the statutory requirements for the 
Medicare program and with Medicare 
regulations and guidance. More 
information about LCDs can be found in 
the CMS Program Integrity Manual 
(Internet only manual) 100-08, Chapter 
13, available at: http://www.cms.gov/ 
Regulations-and-Guidance/Guidance/ 
Manuals/Downloads/pim83c13.pdf. 

Providers with questions about LCDs 
should contact their MAC for 
clarification or assistance. Inquiries of a 
clinical nature, such as the rationale 
behind coverage or noncoverage of 
certain items or services, are handled 
within the Medical Review (MR) 
department under the MAC responsible 
for the development of the LCD. 

Comment: One commenter 
recommended that the annual payment 
update for PHP APCs reflect the market 
basket update that is applied to all other 
OPPS APCs. 

Response: The PHP APC payment 
rates are based on the OPPS conversion 
factor, to which the market basket 
update is applied. Therefore, the market 
basket update is applied to the PHP APC 
payment rates. The OPPS conversion 
factor is discussed in further detail in 
section II.B. of this final rule with 
comment period. 

Comment: One commenter stated that 
physicians are billing inpatient codes 
rather than PHP codes. The commenter 
believed that the change in physician 
reporting may have altered what 
facilities reported, which would have 
reduced the number of facility fees 
reported, and skewed the APC data 


downward. The commenter 
recommended that CMS conduct an 
analysis of the frequency and type of 
CPT codes that have been submitted for 
PHP over the last 3 years. 

Response: As stated in section 
1861(ff) of the Act and 42 CFR 410.43, 
payment for partial hospitalization 
services generally represents the 
provider’s overhead costs, support staff, 
some drugs and the services of some 
nurses, Clinical social workers, and 
occupational therapists, whose 
professional services are considered to 
be partial hospitalization services for 
which payment is made to the provider. 
Physician services that meet the 
requirements of 42 CFR 415.102(a) are 
separately covered and not paid as part 
of partial hospitalization services. 
Therefore, we do not use physician 
claims in developing the PHP APC 
geometric mean per diem costs and it is 
unclear to us how physician billing 
would impact PHP APC payment rates. 

Regarding the recommendation that 
CMS conduct an analysis of the 
frequency and type of CPT codes that 
have been submitted for PHP services 
over the last 3 years, we will take the 
suggestion under consideration for 
future rulemaking, as we strengthen the 
PHP payment structure. 

In summary, after consideration of the 
public comments we received, we are 
finalizing our CY 2015 proposal, 
without modification, to update the four 
PHP APC per diem costs based on 
geometric mean cost levels calculated 
using the most recent claims and cost 
data for each provider type. The 
updated PHP APCs geometric mean per 
diem costs for PHP services that we are 
finalizing for CY 2015 are shown in 
Table 39 and 40 below. As noted earlier 
in this section, we refer readers to 
Addendum A to this final rule with 
comment for the final PHP APC 
payment rates. 


TABLE 39—CY 2015 GEOMETRIC MEAN PER DIEM COSTS FOR CMHC PHP SERVICES 











APC 





Level | Partial Hospitalization (3 services) for CMHCs 
Level Il Partial Hospitalization (4 or more services) for CMHCs 


Group title 











Geometric 
mean per 
diem costs 


$100.15 
118.54 





TABLE 40—CY 2015 GEOMETRIC MEAN PER DIEM COSTS FOR HOSPITAL-BASED PHP SERVICES 







APC 






Level | Partial Hospitalization (3 services) for hospital-based PHPs 
Level II Partial Hospitalization (4 or more services) for hospital-based PHPs 


Group title 












Geometric 
mean per 
diem costs 








$185.87 
203.01 
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C. Separate Threshold for Outlier 
Payments to CMHCs 


As discussed in the CY 2004 OPPS 
final rule with comment period (68 FR 
63469 through 63470), after examining 
the costs, charges, and outlier payments 
for CMHCs, we believed that 
establishing a separate OPPS outlier 
policy for CMHCs would be appropriate. 
A CMHC-specific outlier policy would 
direct OPPS outlier payments towards 
genuine cost of outlier cases, and 
address situations where charges were 
being artificially increased to enhance 
outlier payments. We created a separate 
outlier policy that would be specific to 
the estimated costs and OPPS payments 
provided to CMHCs. We note that, in 
the CY 2009 OPPS/ASC final rule with 
comment period, we established an 
outlier reconciliation policy to 
comprehensively address charging 
aberrations related to OPPS outlier 
payments (73 FR 68594 through 68599). 
Therefore, beginning in CY 2004, we 
designated a portion of the estimated 
OPPS outlier target amount specifically 
for CMHCs, consistent with the 
percentage of projected payments to 
CMHCs under the OPPS each year, 
excluding outlier payments, and 
established a separate outlier threshold 
for CMHCs. 

The separate outlier threshold for 
CMHCs resulted in $1.8 million in 
outlier payments to CMHCs in CY 2004, 
and $0.5 million in outlier payments to 
CMHCs in CY 2005. In contrast, in CY 
2003, more than $30 million was paid 
to CMHCs in outlier payments. We 
believe that this difference in outlier 
payments indicates that the separate 
outlier threshold for CMHCs has been 
successful in keeping outlier payments 
to CMHCs in line with the percentage of 
OPPS payments made to CMHCs. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41012), we proposed to 
continue designating a portion of the 
estimated 1.0 percent outlier target 
amount specifically for CMHCs, 
consistent with the percentage of 
projected payments to CMHCs under the 
OPPS in CY 2015, excluding outlier 
payments. CMHCs are projected to 
receive 0.03 percent of total OPPS 
payments in CY 2015, excluding outlier 
payments. Therefore, we proposed to 
designate 0.47 percent of the estimated 
1.0 percent outlier target amount for 
CMHCs, and establish a threshold to 
achieve that level of outlier payments. 
Based on our simulations of CMHC 
payments for CY 2015, in the CY 2015 
OPPS/ASC proposed rule, we proposed 
to continue to set the threshold for CY 
2015 at 3.40 times the highest CMHC 
PHP APC payment rate (that is, APC 


0173 (Level II Partial Hospitalization)) 
(79 FR 41012). We stated that we 
continue to believe that this approach 
would neutralize the impact of inflated 
CMHC charges on outlier payments and 
better target outlier payments to those 
truly exceptionally high-cost cases that 
might otherwise limit beneficiary 
access. In addition, we proposed to 
continue to apply the same outlier 
payment percentage that applies to 
hospitals. Therefore, for CY 2015, we 
proposed to continue to pay 50 percent 
of CMHC per diem costs over the 
threshold. In section ILG. of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41012), for the hospital outpatient 
outlier payment policy, we proposed to 
set a dollar threshold in addition to an 
APC multiplier threshold. Because the 
PHP APCs are the only APCs for which 
CMHCs may receive payment under the 
OPPS, we would not expect to redirect 
outlier payments by imposing a dollar 
threshold. Therefore, we did not 
propose to set a dollar threshold for 
CMHC outlier payments. 

In summary, in the CY 2015 OPPS/ 
ASC proposed rule, we proposed to 
establish that if a CMHC’s cost for 
partial hospitalization services, paid 
under either APC 0172 or APC 0173, 
exceeds 3.40 times the payment rate for 
APC 0173, the outlier payment would 
be calculated as 50 percent of the 
amount by which the cost exceeds 3.40 
times the APC 0173 payment rate. We 
invited public comments on these 
proposals. 

We did not receive any public 
comments regarding our proposed 
outlier policy. Therefore, we are 
finalizing our CY 2015 proposal to set 
a separate outlier threshold for CMHCs. 
As discussed in section ILG. of this final 
rule with comment period, using more 
recent data for this final rule with 
comment period, we set the target for 
hospital outpatient outlier payments at 
1.00 percent of total estimated OPPS 
payments. We allocated a portion of the 
1.00 percent, an amount equal to 0.65 
percent of outlier payments, or 0.0065 
percent of total estimated OPPS 
payments, to CMHCs for PHP outlier 
payments. For CY 2015, as proposed, we 
are setting the CMHC outlier threshold 
at 3.40 multiplied by the APC 0173 
payment rate and the CY 2015 outlier 
percentage applicable to costs in excess 
of the threshold at 50 percent. In other 
words, if a CMHC’s cost for partial 
hospitalization services paid under 
either APC 0172 or APC 0173 exceeds 
3.40 times the payment rate for APC 
0173, the outlier payment will be 
calculated as 50 percent of the amount 
by which the cost exceeds 3.40 times 
the APC 0173 payment rate. 


IX. Procedures That Will Be Paid Only 
as Inpatient Procedures 


A. Background 


We refer readers to the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74352 through 74353) for 
a full historical discussion of our 
longstanding policies on how we 
identify procedures that are typically 
provided only in an inpatient setting 
(referred to as the inpatient list) and, 
therefore, will not be paid by Medicare 
under the OPPS; and on the criteria that 
we use to review the inpatient list each 
year to determine whether or not any 
procedures should be removed from the 
list. 


B. Changes to the Inpatient List 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41012 through 41013), for 
the CY 2015 OPPS, we proposed to use 
the same methodology (described in the 
November 15, 2004 final rule with 
comment period (69 FR 65835)) of 
reviewing the current list of procedures 
on the inpatient list to identify any 
procedures that may be removed from 
the list. The established criteria upon 
which we make such a determination 
are as follows: 

1. Most outpatient departments are 
equipped to provide the services to the 
Medicare population. 

2. The simplest procedure described 
by the code may be performed in most 
outpatient departments. 

3. The procedure is related to codes 
that we have already removed from the 
inpatient-only list. 

4, A determination is made that the 
procedure is being performed in 
numerous hospitals on an outpatient 
basis. 

5. A determination is made that the 
procedure can be appropriately and 
safely performed in an ASC, and is on 
the list of approved ASC procedures or 
has been proposed by us for addition to 
the ASC list. 

Using this methodology, we did not 
identify any procedures that potentially 
could be removed from the inpatient list 
for CY 2015. Therefore, we proposed to 
not remove any procedures from the 
inpatient list for CY 2015. 

After our annual review of APCs and 
code assignments as required by section 
1833(t)(9) of the Act and further clinical 
review performed by CMS medical 
officers, we proposed to add CPT code 
22222 (Osteotomy of spine, including 
discectomy, anterior approach, single 
vertebral segment; thoracic) to the CY 
2015 inpatient list. 

The complete list of codes that we 
proposed to be paid by Medicare in CY 
2015 only as inpatient procedures was 
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included as Addendum E to the 
proposed rule (which is available via 
the Internet on the CMS Web site). 

Comment: Several commenters 
supported CMS’ proposal to add CPT 
code 22222 to the inpatient list. 

Response: We appreciate the 
commenters’ support. 

Comment: Several commenters 
requested that CMS remove CPT codes 
0312T (Vagus nerve blocking therapy 
(morbid obesity); laparoscopic 
implantation of neurostimulator 
electrode array, anterior and posterior 
vagal trunks adjacent to esophagogastric 
junction (EGJ), with implantation of 
pulse generator, includes programming); 
43771 (Laparoscopy, surgical, gastric 
restrictive procedure; revision of 
adjustable gastric restrictive device 
component only); 43772 (Laparoscopy, 
surgical, gastric restrictive procedure; 
removal of adjustable gastric restrictive 
device component only); 43773 
(Laparoscopy, surgical, gastric 
restrictive procedure; removal and 
revision of adjustable gastric restrictive 
device component only); 43774 
(Laparoscopy, surgical, gastric 
restrictive procedure; removal of 
adjustable gastric restrictive device and 
subcutaneous port components); 54411 
(Removal and replacement of a multi- 
component inflatable penile prosthesis 
through an infected field at the same 
operative session); and 54417 (Removal 
and replacement of a non-inflatable 
(semi-rigid) or inflatable (self-contained) 
penile prosthesis through an infected 
field at the same operative session) from 
the CY 2015 inpatient list based on their 
own experience, specialty society 
recommendation, or designation of a 
procedure as safe in the outpatient 
setting under one of the many clinical 
guidelines available. 

Response: We reevaluated data on 
CPT codes 0312T, 43771, 43772, 43773, 
43774, 54411, and 54417 using recent 
utilization data and further clinical 
review performed by CMS’ medical 
advisors. As a result of the reevaluation, 
we have determined that these 
procedures can be safely performed only 
in the inpatient setting. We are not 
removing them from the inpatient list 
for CY 2015. 

Comment: Some commenters 
requested that CPT code 63044 
(Laminotomy (hemilaminectomy), with 
decompression of nerve root(s), 
including partial facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disc, 
reexploration, single interspace; each 
additional lumbar interspace) be 
removed from the inpatient list. 

Response: We reevaluated data on 
CPT code 63044 using recent utilization 


data and further clinical review 
performed by CMS medical advisors. As 
a result of the reevaluation, we agree 
with the commenters that this 
procedure can be safely performed in 
the outpatient setting. In addition, as a 
result of our reevaluation, we believe 
that CPT code 63043 (Laminotomy 
(hemilaminectomy), with 
decompression of nerve root(s), 
including partial facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disc, 
reexploration, single interspace; each 
additional cervical interspace) can be 
safely performed in the outpatient 
setting. Therefore, we are removing CPT 
codes 63043 and 63044 from the 
inpatient list. Because CPT codes 63043 
and 63044 are add-on codes, they are 
being assigned status indicator ‘“‘N” for 
CY 2015. 

Comment: Other commenters urged 
CMS to continue reviewing its inpatient 
only policy in light of ongoing changes 
in delivery systems and procedural 
safety and technological advances. 

Response: We agree with the 
commenters and will continue to review 
the inpatient only policy. 

After consideration of the public 
comments we received, we are 
finalizing our proposals for the inpatient 
only list, with modifications. We are 
removing CPT codes 63043 and 63044 
from the inpatient list and adding CPT 
code 22222 (Osteotomy of spine, 
including discectomy, anterior 
approach, single vertebral segment; 
thoracic) to the CY 2015 inpatient list. 

The complete list of codes that will be 
paid by Medicare in CY 2015 only as 
inpatient procedures is included as 
Addendum E to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site. 


X. Nonrecurring Policy Changes: 
Collecting Data on Services Furnished 
in Off-Campus Provider-Based 
Departments of Hospitals 


As we discussed in the CY 2014 
OPPS/ASC proposed rule and final rule 
with comment period (78 FR 43626 and 
78 FR 75061) and in the CY 2014 
Medicare Physician Fee Schedule 
(MPFS) proposed rule and final rule 
with comment period (78 FR 43301 and 
78 FR 74427), in recent years, the 
research literature and popular press 
have documented the increased trend 
toward hospital acquisition of physician 
practices, integration of those practices 
as a department of the hospital, and the 
resultant increase in the delivery of 
physicians’ services in a hospital 
setting. When a Medicare beneficiary 
receives outpatient services in a 
hospital, the total payment amount for 


outpatient services made by Medicare is 
generally higher than the total payment 
amount made by Medicare when a 
physician furnishes those same services 
in a freestanding clinic or ina 
physicians’ office. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41013), we stated that we 
continue to seek a better understanding 
of how the growing trend toward 
hospital acquisition of physicians’ 
offices and subsequent treatment of 
those locations as off-campus provider- 
based departments (PBDs) of hospitals 
affects payments under the MPFS and 
the OPPS, as well as beneficiary cost- 
sharing obligations. We also noted that 
MedPAC continues to question the 
appropriateness of increased Medicare 
payment and beneficiary cost-sharing 
when physicians’ offices become 
hospital outpatient departments and to 
recommend that Medicare pay selected 
hospital outpatient services at MPFS 
rates (MedPAC March 2012 and June 
2013 Report to Congress). In order to 
understand how this trend is affecting 
Medicare, we need information on the 
extent to which this shift is occurring. 
To that end, during the CY 2014 OPPS/ 
ASC rulemaking cycle, we sought public 
comment regarding the best method for 
collecting information and data that 
would allow us to analyze the 
frequency, type, and payment for 
physicians’ and outpatient hospital 
services furnished in off-campus PBDs 
of hospitals (78 FR 75061 through 75062 
and 78 FR 74427 through 74428). In 
response to our solicitation, we received 
many detailed public comments. 
However, the commenters did not 
present a consensus opinion regarding 
whether this data collection was 
advisable or which data collection 
method would be preferable. Based on 
our analysis of the public comments we 
received, we proposed for the CY 2015 
OPPS/ASC proposed rule that the most 
efficient and equitable means of 
gathering this important information 
across two different payment systems 
would be to create a HCPCS modifier to 
be reported with every code for 
physicians’ services and outpatient 
hospital services furnished in an off- 
campus PBD of a hospital on both the 
CMS-1500 claim form for physicians’ 
services and the UB—04 form (CMS 
Form 1450) for hospital outpatient 
services. We noted that a main provider 
may treat an off-campus facility as 
provider-based if certain requirements 
in 42 CFR 413.65 are satisfied, and we 
define a ‘‘campus”’ at 42 CFR 
413.65(a)(2) to be the physical area 
immediately adjacent to the provider’s 
main buildings, other areas and 
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structures that are not strictly 
contiguous to the main buildings but are 
located within 250 yards of the main 
buildings, and any other areas 
determined on an individual case basis, 
by the CMS regional office, to be part of 
the provider’s campus. 

Section 220(a)(1) of the Protecting 
Access to Medicare Act of 2014 (Pub. L. 
113-93) added a new subparagraph (M) 
under section 1848(c)(2) of the Act that 
granted CMS the authority to engage in 
data collection to support valuation of 
services paid under the MPFS. In the CY 
2015 OPPS/ASC proposed rule, we 
indicated that we are seeking more 
information on the frequency and type 
of services furnished in PBDs under this 
authority to improve the accuracy of 
MPFS practice expense payments for 
services furnished in off-campus PBDs. 
We discussed this issue in more detail 
in the CY 2015 MPFS proposed rule (79 
FR 40333). In that discussion, we noted 
our concerns that our current MPFS 
practice expense methodology primarily 
distinguishes between the resources 
involved in furnishing services in two 
sites of service: the nonfacility setting 
and the facility setting. As more 
physician practices become hospital- 
based and are treated as off-campus 
PBDs, we believe it is important to 
develop an understanding of which 
practice expense costs typically are 
incurred by the physicians and 
practitioners in the setting, which are 
incurred by the hospital, and whether 
the facility and nonfacility site-of- 
service differentials adequately account 
for the typical resource costs, given 
these new ownership arrangements. 

To understand how this trend is 
affecting Medicare, including the 
accuracy of payments made through the 
MPFS, we stated in the proposed rule 
that we need to develop data to assess 
the extent to which this shift toward 
hospital-based physician practices is 
occurring. Therefore, in the CY 2015 
OPPS/ASC proposed rule (79 FR 41013), 
we proposed to collect information on 
the type and frequency of physicians’ 
services and outpatient hospital services 
furnished in off-campus PBDs beginning 
January 1, 2015, in accordance with our 
authority under section 1848(c)(2)(M) of 
the Act (as added by section 220(a) of 
Pub. L. 113-93). As noted above, we 
proposed to create a HCPCS modifier 
that is to be reported with every code for 
physicians’ services and outpatient 
hospital services furnished in an off- 
campus PBD of a hospital. Under the 
proposal, the modifier would be 
reported on both the CMS—1500 claim 
form for physicians’ services and the 
UB-04 form (CMS Form 1450) for 
hospital outpatient services. In the 


proposed rule (79 FR 41013), we sought 
additional public comments on whether 
or not the use of a modifier code is the 
best mechanism for collecting this 
service-level data in the hospital 
outpatient department. 

Comment: Many commenters agreed 
on the need to collect information on 
the frequency, type, and payment of 
services furnished in off-campus PBDs 
of hospitals. However, several 
commenters expressed concern that the 
HCPCS modifier would create 
additional administrative burden for 
providers. Many of these commenters 
stated that the new modifier would 
require significant changes to hospitals’ 
billing systems, including a separate 
chargemaster for outpatient off-campus 
PBDs and training for staff on how to 
use the new modifier. Many of these 
commenters suggested that CMS should 
re-propose a detailed data collection 
methodology, test it with providers, 
make adjustments, and allow additional 
time for implementation. One 
commenter suggested that CMS 
withdraw the current proposal and ask 
the Advisory Panel on Hospital 
Outpatient Payment (HOP Panel) to 
develop a proposal for data collection. 

Response: While we understand the 
commenters’ concerns about the 
additional administrative burden of 
reporting a new HCPCS modifier, we 
have weighed the burden of reporting 
the modifier for each service against the 
benefit of having data that will allow us 
to obtain and assess accurate 
information on the type and frequency 
of physicians’ services and outpatient 
hospital services furnished in off- 
campus PBDs. We do not believe that 
the modifier is excessively burdensome 
for providers to report. This is 
especially the case because, under 
current rules, when billing for services, 
providers must know where services are 
performed in order to accurately 
complete value code 78 of an outpatient 
claim or the service location portion of 
a professional claim. However, as 
discussed later in this section, we agree 
that a place of service (POS) code on the 
professional claim allows for the same 
type of data collection as a modifier on 
the hospital claim and would be less 
burdensome than the modifier for 
practitioner billing. We discuss the 
timeframe for implementation later in 
this section. With respect to bringing 
this proposal to the HOP Panel, we note 
that such a proposal is outside the scope 
of the HOP Panel, which is generally 
charged with advising Medicare on the 
clinical integrity of APCs and their 
associate relative payment weights. The 
proposed modifier is for collecting data 
and, as structured, does not affect APCs 





and their associated relative payment 
weights. Therefore, it would not be 
appropriate to solicit HOP Panel 
discussion or recommendations on this 
proposal on data collection. 

Comment: Some commenters who 
were concerned about the 
administrative burden of the new 
HCPCS modifier suggested several 
alternative methods for CMS to collect 
data on services furnished in off-campus 
PBDs. Several of these commenters 
recommended that CMS consider the 
establishment of a new POS code for 
professional claims, or for both 
professional claims and hospital claims, 
because they believed this approach 
would be less administratively 
burdensome than attaching a modifier to 
each service reported on the claim that 
was furnished in an off-campus PBD. 
Some commenters preferred identifying 
services furnished in off-campus PBDs 
on the Medicare cost report (CMS-— 
2552-10). Some commenters suggested 
using provider numbers and addresses 
to identify off-campus PBDs, or 
changing the provider enrollment 
process to be able to track these data. 
Other commenters suggested creating a 
new bill type to track outpatient 
hospital services furnished in off- 
campus PBDs. 

Commenters generally recommended 
that CMS choose the least 
administratively burdensome approach 
that would ensure accurate data 
collection, but did not necessarily agree 
on what approach would optimally 
achieve that result. Some commenters 
believed that a HCPCS modifier would 
more Clearly identify specific services 
furnished at off-campus PBDs, and 
would provide better information about 
the type and level of care furnished. 
Some commenters believed that a 
HCPCS modifier would be the least 
administratively burdensome approach 
because hospitals and physicians 
already report a number of claims-based 
modifiers. Other commenters argued 
that additional modifiers would 
increase administrative burden because 
this approach would increase the 
modifiers that would need to be 
considered when billing. 

Response: With respect to creating a 
new POS code to obtain data on services 
furnished in off-campus PBDs of a 
hospital, we note that POS codes are 
only reported on professional claims 
and are not included on hospital claims. 
Therefore, a POS code could not be 
easily implemented for hospital claims. 
However, POS codes are already 
required to be reported on every 
professional claim and POS 22 is 
currently used to report when 
physicians’ services are furnished in an 
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outpatient hospital department. (More 
information on existing POS codes is 
available on the CMS Web site at: 
http://www.cms.gov/Medicare/Coding/ 
place-of-service-codes/Place_of_ 
Service _Code_Set.html.) 

Although we considered proposing a 
new POS code for professional claims to 
collect data on services furnished in the 
off-campus PBD setting, we ultimately 
did not do so, in part because we were 
aware that previous Government 
Accountability Office and Office of the 
Inspector General reports (October 2004, 
A-05-—04-0025; January 2005, A-06—04— 
00046; July 2010, A-01—09-00503; 
September 2011, A—01—10—00516) have 
noted frequent inaccuracies in the 
reporting of POS codes. In addition, at 
the time the proposed rule was 
developed, we had concerns that using 
a POS code to report this information 
might not give us the reliable data we 
are looking to collect, especially if such 
data were to be crosswalked with 
hospital claims for the same service, 
because the hospital claim would have 
a modifier, not a POS code. However, 
we have been persuaded by public 
comments suggesting that use of a POS 
code would be less administratively 
burdensome on professional claims than 
use of a modifier. Specifically, because 
a POS code is already required on every 
professional claim, we believe that 
creating a new POS code to distinguish 
outpatient hospital services that are 
furnished on-campus versus off-campus 
would require less staff training and 
education than would use of a modifier 
on the professional claim. In addition, 
professional claims only have space for 
four modifiers. While a very small 
percentage of professional claims have 
four modifiers, required use of an 
additional modifier for every 
professional claim could lead to more 
occurrences where there would not be 
space for all applicable modifiers. 
Unlike hospital claims, we note that a 
new professional claim is required 
whenever the place of service changes. 
That is, even if the same practitioner 
treats the same patient on the same day 
in the office and hospital, the services 
furnished in the office setting must be 
submitted on one claim with the POS 11 
(Office) code, while those furnished in 
the outpatient hospital department 
would be submitted on a separate claim 
with the POS 22 (Outpatient Hospital) 
code (we note that the POS 22 code will 
be changing under the final policy). 
Likewise, if a new POS code were to be 
created for an off-campus PBD setting, a 
separate claim for services furnished in 
that setting would be required relative 
to a claim for services furnished on the 


main campus by the same practitioner 
to the same patient on the same day. 
Based on public comments and after 
further consultation with Medicare 
billing experts, we believe that the use 
of the POS code on professional claims 
would be no less accurate than the use 
of a modifier on professional claims in 
identifying services furnished in off- 
campus PBDs. In addition, we believe 
that the POS code would be less 
administratively burdensome for 
practitioners billing using the 
professional claim because a POS code 
is already required for every 
professional claim. 

With respect to adding new fields to 
existing claim forms or creating a new 
bill type, we do not believe that this 
data collection warrants these measures. 
We believe that those changes would 
create greater administrative burden 
than a HCPCS modifier or POS code, 
especially because providers are already 
accustomed to using modifiers and POS 
codes. Revisions to the claim form to 
add new fields or an additional bill type 
would create significant administrative 
burden to revise claims processing 
systems and educate providers, which 
we believe is not necessary, given the 
availability of a modifier and POS 
codes. Although providers may not be 
familiar with this new modifier or any 
new POS code; because these types of 
codes already exist generally for 
hospital and professional claims, 
providers and suppliers should already 
have an understanding of these types of 
codes and how to apply them. Finally, 
we do not believe that expansions to the 
claim form or use of a new bill type 
would provide us with detailed 
information on exactly which services 
were furnished in an off-campus PBD 
versus those furnished on the main 
campus when those services are 
furnished on the same day. 

We also do not believe that we could 
accurately determine which services are 
furnished at off-campus PBDs using 
currently available national provider 
identifier (NPI) and facility address 
data. Hospitals are required to report the 
9-digit zip code indicating where a 
service was furnished for purposes of 
paying properly for physician and 
anesthesia services paid under the 
MPFS when that zip code differs from 
the master address for the hospital on 
file in CMS claims systems (Pub. 100— 
04, Transmittal 1681, February 13, 
2009). However, the billing zip code for 
the hospital main campus could be 
broad enough to incorporate on and off- 
campus PBDs. Further, a zip code 
reported in value code 78 does not 
allow CMS to distinguish between 
services furnished in different locations 


on the same date. Therefore, we do not 
believe that a comparison of the zip 
code captured in value code 78 and the 
main campus zip code is sufficiently 
precise. 

Finally, while we considered the 
suggestion that CMS use currently 
reported Medicare hospital cost report 
(CMS-—2552-10) data to identify services 
furnished at off-campus PBDs, we note 
that although aggregate data on services 
furnished in different settings must be 
reported through the appropriate cost 
center, we would not be able to obtain 
the service-specific level of detail that 
we would be able to obtain from claims 
data. 

We will take under consideration the 
suggestion that CMS create a way for 
hospitals to report their acquisition of 
off-campus PBDs through the 
enrollment process, although this 
information, as currently reported, like 
many of the suggestions above, would 
not allow us to know exactly which 
services are furnished in off-campus 
PBDs and which services are furnished 
on the hospital’s main campus when a 
hospital provides both on the same day. 

Comment: Commenters noted that the 
proposed modifier would not allow 
CMS to know the precise location of the 
off-campus PBDs for billed services or 
when services are furnished at different 
off-campus PBD locations in the same 
day. 

Response: We agree that neither the 
proposed modifier nor a POS code 
provides precise information on the 
specific location of each off-campus 
PBD for each furnished service. 
However, we believe having information 
on the type and frequency of services 
furnished at all off-campus locations 
will assist CMS in better understanding 
the distribution of services between on- 
campus locations and off-campus 
locations. 

Comment: MedPAC believed there 
may be some value in collecting data on 
services furnished in off-campus PBDs 
to validate the accuracy of site-of- 
service reporting when the physician’s 
office is off-campus but bills as an 
outpatient department. MedPAC 
indicated that any data collection effort 
should not prevent the development of 
policies to align payment rates across 
settings. MedPAC encouraged CMS to 
seek legislative authority to set equal 
payment rates across settings for 
evaluation and management office visits 
and other select services. 

Response: We thank MedPAC for its 
support of our data collection efforts to 
better inform the frequency and types of 
services that are being furnished in off- 
campus PBDs. 
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Comment: Many commenters 
suggested that providers would not be 
able to accurately apply the new 
modifier by the January 1, 2015 
implementation timeline and 
recommended a 1-year delay before 
providers would be required to apply 
the modifier to services furnished at off- 
campus PBDs. Some commenters 
requested only a 6-month delay in 
implementation. Commenters indicated 
that significant revisions to internal 
billing processes would require 
additional time to implement. 

Response: Although we believe that 
the customary January 1st effective date 
that applies to most policies adopted in 
the final rules with comment period for 
both the MPFS and the OPPS would 
provide sufficient lead time, we 
understand the commenters’ concerns 
with the proposed timeline for 
implementation, given that the new 
reporting requirements may require 
changes to billing systems as well as 
education and training for staff. 
Accordingly, although we are finalizing 
our proposal to create a HCPCS modifier 
for hospital services furnished in an off- 
campus PBD setting, we are adopting a 
voluntary reporting period of the new 
HCPCS modifier for 1 year. That is, 
reporting the new HCPCS modifier for 
services furnished at an off-campus PBD 
will not be mandatory until January 1, 
2016, in order to allow providers time 
to make systems changes, test these 
changes, and train staff on use of the 
new modifier before reporting is 
required. We welcome early reporting of 
the modifier and believe a full year of 
preparation should provide hospitals 
with sufficient time to modify their 
systems for accurate reporting. With 
respect to the POS code for professional 
claims, we will request two new POS 
codes to replace POS code 22 (Hospital 
Outpatient) through the POS Workgroup 
and expect that it will take some time 
for these new codes to be established. 
Once the new POS codes are ready and 
integrated into CMS claims systems, 
practitioners would be required to use 
them, as applicable. More information 
on the availability of the new POS codes 
will be forthcoming in subregulatory 
guidance. However, we do not expect 
the new POS codes to be available prior 
to July 1, 2015. There will be no 
voluntary reporting period of the POS 
codes for applicable professional claims 
because each professional claim 
requires a POS code in order to be 
accepted by Medicare. However, we do 
not view this to be problematic because 
we intend to give prior notice on the 
POS coding changes and, as many of the 
commenters noted, because 





practitioners are already accustomed to 
using a POS code on every claim they 
submit. 

Comment: Many commenters 
expressed concern that this data 
collection would eventually lead to 
equalizing payment for similar services 
furnished in the nonfacility setting and 
the off-campus PBD setting. Several 
commenters noted that the trend of 
hospitals acquiring physician practices 
is due to efforts to better integrate care 
delivery and suggested that CMS weigh 
the benefits of care integration when 
deciding payment changes. Some 
commenters suggested that CMS use 
these data to equalize payment for 
similar services between these two 
settings. These commenters suggested 
that there is little difference in costs and 
care between the two settings that 
would warrant the difference in 
payment. Several of these commenters 
highlighted beneficiary cost-sharing as 
one reason for site-neutral payment, 
noting that the total payment amount for 
outpatient services is generally higher 
than the total payment amount for those 
same services when furnished in a 
physician’s office. 

Response: We appreciate these 
comments. At this time, we are only 
finalizing a data collection in this final 
rule with comment period. We did not 
propose and, therefore, are not 
finalizing any adjustment to payments 
furnished in the off-campus PBD setting. 

Comment: One commenter noted that 
the CMS proposal would not provide 
additional information on how a 
physician practice billed prior to 
becoming an off-campus PBD, which 
would be important for analyzing the 
impact of this trend. 

Response: We agree that 
understanding physician billing 
patterns prior to becoming an off- 
campus PBD is important in analyzing 
the impact of this trend, and we will 
continue to evaluate ways to analyze 
claims data to gather this information. 
We believe that collecting data using the 
additional modifier and POS code 
finalized in this final rule with 
comment period will be an important 
tool in furthering this analysis. 

Comment: Some commenters 
suggested that the term ‘‘off-campus” be 
better defined. Commenters asked how 
billing would occur for hospitals with 
multiple campuses because the CMS 
definition of campus references main 
buildings and does not include remote 
locations. The commenters maintained 
that remote locations are not the same 
as off-campus departments and that 
remote campuses furnish both inpatient 
and outpatient hospital services, in 
contrast to individual hospital 


departments. The commenters argued 
that these types of locations are not ones 
that were formerly a physician office 
practice, and furnish completely 
different types of services than a 
physician office. One commenter also 
asked whether the modifier is intended 
to cover services furnished in 
freestanding emergency departments. 

Response: For purposes of the 
modifier and the POS codes we are 
finalizing in this final rule with 
comment period, we define “‘campus”’ 
using the definition at 42 CFR 
413.65(a)(2) to be the physical area 
immediately adjacent to the provider’s 
main buildings, other areas and 
structures that are not strictly 
contiguous to the main buildings but are 
located within 250 yards of the main 
buildings, and any other areas 
determined on an individual case basis, 
by the CMS regional office, to be part of 
the provider’s campus. Our intent is to 
capture outpatient services furnished off 
of the hospital’s main campus and off of 
any other hospital campuses. The term 
“remote location of a hospital” is 
defined at 42 CFR 413.65(a)(2). Under 
these regulations, a “remote location”’ 
includes a hospital campus other than 
the main hospital campus. Specifically, 
a remote location is “a facility or an 
organization that is either created by, or 
acquired by, a hospital that is a main 
provider for the purpose of furnishing 
inpatient hospital services under the 
name, ownership, and financial and 
administrative control of the main 
provider. . . .” Therefore, we agree 
with the commenter that remote 
locations of the hospital should not be 
required to report the modifier nor 
should practitioners be required to 
report the off-campus POS code in these 
settings. This term “‘remote location” 
does not include “satellite” locations of 
a hospital, but because a satellite facility 
is one that provides inpatient services in 
a building also used by another hospital, 
or in one or more entire buildings 
located on the same campus as 
buildings used by another hospital, we 
also are not requiring satellite facilities 
to report the modifier or the POS codes. 
Satellite facilities are described in the 
regulations at 42 CFR 412.22(h). 
Accordingly, reporting of the modifier 
and POS codes would be required for 
outpatient services furnished in PBDs 
beyond 250 yards from the main 
campus of the hospital, excluding 
services furnished in a remote location 
or satellite facility of the hospital. 

We also appreciate the comment on 
emergency departments. We do not 
intend for hospitals to report the new 
modifier for services furnished in an 
emergency department that is provider- 
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based to a hospital. We note that there 
is already a POS code for the emergency 
department, POS 23 (emergency room- 
hospital), and this code would continue 
to be used for emergency department 
services. That is, the new off-campus 
PBD code that will be created for 
purposes of this data collection would 
not apply to hospital emergency 
department services. Hospitals that have 
questions about which departments are 
considered to be ‘off-campus PBDs’’ 
should review additional guidance that 
CMS releases on this policy and work 
with the appropriate CMS regional 
office if individual, specific questions 
remain. 

Comment: Several commenters asked 
for clarification on when to report the 
modifier for services furnished both on- 
campus and off-campus on the same 
day. The commenters provided several 
scenarios of visits and diagnostic 
services furnished on the same day. 

Response: The location where the 
service is actually furnished would 
dictate the use of the modifier, 
regardless of where the order for 
services initiated. We expect the 
modifier and the POS code for off- 
campus PBDs to be reported in locations 
in which the hospital expends resources 
to furnish the service in an off-campus 
PBD setting. For example, hospitals 
would not report the modifier for a 
diagnostic test that is ordered by a 
practitioner who is located in an off- 
campus PBD when the service is 
actually furnished on the main campus 
of the hospital. This issue does not 
impact use of the POS codes because 
practitioners submit a different claim for 
each POS where they furnish services 
for a specific beneficiary. 

Comment: A few commenters asked 
for clarification on whether their entity 
constitutes a PBD. 

Response: PBDs are departments of 
the hospital that meet the criteria 
specified in regulations at 42 CFR 
413.65. Questions about PBDs may be 
directed to the appropriate CMS 
regional office. 

Comment: One commenter 
recommended that CMS publish the 
data it acquires through adoption of this 
modifier. 

Response: Data collected through the 
new HCPCS modifier would be part of 
the Medicare Limited Data Set and 
would be available to the public for 
purchase along with the remainder of 
the Limited Data Set. Similarly, 
professional claims data with revised 
POS coding would be available as a 
standard analytic file for purchase. 

In summary, after consideration of the 
public comments received, we are 
finalizing our proposal with 





modifications. For hospital claims, we 
are creating a HCPCS modifier that is to 
be reported with every code for 
outpatient hospital services furnished in 
an off-campus PBD of a hospital. This 
code will not be required to be reported 
for remote locations of a hospital 
defined at 42 CFR 412.65, satellite 
facilities of a hospital defined at 42 CFR 
412.22(h), or for services furnished in an 
emergency department. This 2-digit 
modifier will be added to the HCPCS 
annual file as of January 1, 2015, with 
the label “PO,” the short descriptor 
“Serv/proc off-campus pbd,” and the 
long descriptor ‘‘Services, procedures 
and/or surgeries furnished at off-campus 
provider-based outpatient 
departments.” Reporting of this new 
modifier will be voluntary for 1 year 
(CY 2015), with reporting required 
beginning on January 1, 2016. 
Additional instruction and provider 
education will be forthcoming in 
subregulatory guidance. 

For professional claims, instead of 
finalizing a HCPCS modifier, in 
response to public comments, we will 
be deleting current POS code 22 
(outpatient hospital department) and 
establishing two new POS codes—one 
to identify outpatient services furnished 
in on-campus, remote, or satellite 
locations of a hospital, and one to 
identify services furnished in an off- 
campus PBD hospital setting. We will 
maintain the separate POS code 23 
(Emergency room-hospital) to identify 
services furnished in an emergency 
department of the hospital. These new 
POS codes will be required to be 
reported as soon as they become 
available. However, advanced notice of 
the availability of these codes will be 
shared publicly as soon as practicable. 


XI. CY 2015 OPPS Payment Status and 
Comment Indicators 


A. CY 2015 OPPS Payment Status 
Indicator Definitions 


Payment status indicators (SIs) that 
we assign to HCPCS codes and APCs 
serve an important role in determining 
payment for services under the OPPS. 
They indicate whether a service 
represented by a HCPCS code is payable 
under the OPPS or another payment 
system and also whether particular 
OPPS policies apply to the code. The 
complete list of the CY 2015 payment 
status indicators and their definitions is 
displayed in Addendum D1 to this final 
rule with comment period, which is 
available on the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. The 
CY 2015 payment status indicator 


assignments for APCs and HCPCS codes 
are shown in Addendum A and 
Addendum B, respectively, to this final 
rule with comment period, which are 
available on the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. The 
changes to CY 2015 payment status 
indicators and their definitions are 
discussed in detail below. 

We note that, in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 74869 through 74888), for CY 2014, 
we created a new status indicator ‘‘J1” 
to identify HCPCS codes that are paid 
under a comprehensive APC. However, 
because we delayed implementation of 
the new comprehensive APC policy 
until CY 2015, we also delayed the 
effective date of payment status 
indicator “J1’’ to CY 2015. A claim with 
payment status indicator ‘‘J1” will 
trigger a comprehensive APC payment 
for the claim. We refer readers to section 
I].A.2.e. of this final rule with comment 
period for a discussion of 
implementation of the new 
comprehensive APC policy. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41014), for CY 2015, we 
proposed to delete payment status 
indicator ““X” and to assign ancillary 
services that are currently assigned 
payment status indicator “‘X”’ to either 
payment status indicator “‘Q1” or “S.”’ 
We also proposed to revise the 
definition of payment status indicator 
“Q1” by removing payment status 
indicator ‘“X”’ from the packaging 
criteria, so that codes assigned payment 
status indicator ‘‘Q1” would be 
designated as STV-packaged, rather than 
STVX-packaged, because payment 
status indicator ‘‘X’”’ was proposed for 
deletion. These proposed changes, the 
public comments we received and our 
responses, and our finalized policies are 
discussed in section IIJ.A.3.c.(1) of this 
final rule with comment period. Section 
I1.A.3.c.(1) of this final rule with 
comment period discusses the ancillary 
services packaging policy. The ancillary 
services packaging policy is the policy 
that makes maintaining status indicator 
“X” no longer necessary. After 
consideration of the public comments 
that we received and that are discussed 
in section II.A.3.c.(1) of this final rule 
with comment period, we are finalizing, 
without modification, our CY 2015 
proposal to delete payment status 
indicator ‘““X”’ and to assign ancillary 
services that are currently assigned 
payment status indicator ‘“‘X”’ to either 
payment status indicator “‘Q1” or “S.”’ 

In addition, for CY 2015, we proposed 
to clarify the definition of payment 
status indicator ‘‘E”’ to state that 
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payment status indicator “‘E”’ applies to 
items, codes, and services in any of the 
following cases: 

e For which pricing is not available; 

¢ Not covered by any Medicare 
outpatient benefit category; 

e Statutorily excluded by Medicare; 
or 

e Not reasonable and necessary. 

Regarding items ‘‘for which pricing is 
not available,” this applies to drugs and 
biologicals assigned a HCPCS code but 
with no available pricing information 
(for example, WAC). 

In reviewing the OPPS status 
indicators and Addendum D1 for CY 
2015, we noticed that there are a few 
drugs or biologicals that are currently 
assigned payment status indicator “A,” 
indicating payment under a non-OPPS 
fee schedule. These drugs or biologicals 
are administered infrequently in 
conjunction with emergency dialysis for 
patients with ESRD, but when 
administered in the HOPD, they are 
paid under the standard OPPS drug 
payment methodology for drugs and 
biologicals, that is, at ASP+6 percent 
unless they are packaged. (We refer 
readers to section V. of this final rule 
with comment period for additional 
discussion of these drugs and their 
status indicators.) We proposed to 
change the status indicators for these 
drugs or biologicals for CY 2015 by 
removing the phrase ‘““EPO for ESRD 
Patients” from the list of examples for 
status indicator “‘A.” In addition, we 
proposed to clarify the definition of 
payment status indicator ‘‘A’’ by adding 
the phrase “separately payable” to 
nonimplantable prosthetic and orthotic 
devices. 

We did not receive any public 
comments regarding our proposed 
change and clarifications of the 
definitions of payment status indicators 
“E” and “A.” Therefore, we are 
finalizing our clarification and proposed 
policies, without modifications, for CY 
2015. 


B. CY 2015 Comment Indicator 
Definitions 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41014), for the CY 2015 
OPPS, we proposed to use the same two 
comment indicators that are in effect for 
the CY 2014 OPPS. 

e “CH’’—Active HCPCS code in 
current and next calendar year; status 
indicator and/or APC assignment have 
changed or active HCPCS code that will 
be discontinued at the end of the 
current calendar year. 

e ‘“‘NI’—New code for the next 
calendar year or existing code with 
substantial revision to its code 
descriptor in the next calendar year as 


compared to current calendar year, 
interim APC assignment; comments will 
be accepted on the interim APC 
assignment for the new code. 

We proposed to use the ‘‘CH’’ 
comment indicator in the CY 2015 
OPPS/ASC proposed rule (79 FR 41014) 
to indicate HCPCS codes for which the 
status indicator or APC assignment, or 
both, are proposed for change in CY 
2015 compared to their assignment as of 
June 30, 2014. We believed that using 
the “CH” indicator in the proposed rule 
would facilitate the public’s review of 
the changes that we proposed for CY 
2015. We proposed to use the “CH” 
comment indicator in the CY 2015 
OPPS/ASC final rule with comment 
period to indicate HCPCS codes for 
which the status indicator or APC 
assignment, or both, would change in 
CY 2015 compared to their assignment 
as of December 31, 2014. Use of the 
comment indicator ‘‘CH”’ in association 
with a composite APC indicates that the 
configuration of the composite APC 
would be changed in the CY 2015 
OPPS/ASC final rule with comment 
period. 

In addition, we proposed that any 
existing HCPCS codes with substantial 
revisions to the code descriptors for CY 
2015 compared to the CY 2014 
descriptors would be labeled with 
comment indicator ‘“‘NI” in Addendum 
B to the CY 2015 OPPS/ASC final rule 
with comment period. However, in 
order to receive the comment indicator 
“NI,” the CY 2015 revision to the code 
descriptor (compared to the CY 2014 
descriptor) must be significant such that 
the new code descriptor describes a new 
service or procedure for which the 
OPPS treatment may change. We use 
comment indicator ‘‘NI” to indicate that 
these HCPCS codes will be open for 
comment as part of the CY 2015 OPPS/ 
ASC final rule with comment period. In 
the CY 2015 OPPS/ASC proposed rule, 
we stated that, like all codes labeled 
with comment indicator “NI,’’ we 
would respond to public comments and 
finalize their OPPS treatment in the CY 
2016 OPPS/ASC final rule with 
comment period. 

In accordance with our usual practice, 
we proposed that CPT and Level II 
HCPCS codes that are new for CY 2015 
also would be labeled with comment 
indicator ‘‘NI’’ in Addendum B to the 
CY 2015 OPPS/ASC final rule with 
comment period. 

We did not receive any public 
comments on the proposed use of 
comment indicators for CY 2015. 

We believe that the CY 2014 
definitions of the OPPS comment 
indicators continue to be appropriate for 
CY 2015. Therefore, we are continuing 


to use those definitions without 
modification for CY 2015. Only HCPCS 
codes with comment indicator ‘‘NI”’ in 
this CY 2015 OPPS/ASC final rule with 
comment period are subject to 
comment. HCPCS codes that do not 
appear with comment indicator ‘“NI’’ in 
this CY 2015 OPPS/ASC final rule with 
comment period will not be open to 
public comment, unless we specifically 
request additional comments elsewhere 
in this final rule with comment period. 
The definitions of the OPPS comment 
indicators for CY 2015 are listed in 
Addendum D2 to this final rule with 
comment period, which is available on 
the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.htiml. 


XII. Updates to the Ambulatory 
Surgical Center (ASC) Payment System 


A. Background 


1. Legislative History, Statutory 
Authority, and Prior Rulemaking for the 
ASC Payment System 


For a detailed discussion of the 
legislative history and statutory 
authority related to payments to ASCs 
under Medicare, we refer readers to the 
CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74377 through 
74378) and the June 12, 1998 proposed 
rule (63 FR 32291 through 32292). For 
a discussion of prior rulemaking on the 
ASC payment system, we refer readers 
to the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74378 
through 74379), the CY 2013 OPPS/ASC 
final rule with comment period (77 FR 
68434 through 68467), and the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75064 through 75090). 


2. Policies Governing Changes to the 
Lists of Codes and Payment Rates for 
ASC Covered Surgical Procedures and 
Covered Ancillary Services 


Under 42 CFR 416.2 and 416.166 of 
the Medicare regulations, subject to 
certain exclusions, covered surgical 
procedures in an ASC are surgical 
procedures that are separately paid 
under the OPPS, that would not be 
expected to pose a significant risk to 
beneficiary safety when performed in an 
ASC, and for which standard medical 
practice dictates that the beneficiary 
would not typically be expected to 
require active medical monitoring and 
care at midnight following the 
procedure (“‘overnight stay’’). We 
adopted this standard for defining 
which surgical procedures are covered 
under the ASC payment system as an 
indicator of the complexity of the 
procedure and its appropriateness for 
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Medicare payment in ASCs. We use this 
standard only for purposes of evaluating 
procedures to determine whether or not 
they are appropriate to be furnished to 
Medicare beneficiaries in ASCs. We 
define surgical procedures as those 
described by Category I CPT codes in 
the surgical range from 10000 through 
69999, as well as those Category HII CPT 
codes and Level II HCPCS codes that 
directly crosswalk or are clinically 
similar to ASC covered surgical 
procedures (72 FR 42478). 

In the August 2, 2007 final rule, we 
also established our policy to make 
separate ASC payments for the 
following ancillary items and services 
when they are provided integral to ASC 
covered surgical procedures: (1) 
Brachytherapy sources; (2) certain 
implantable items that have pass- 
through payment status under the 
OPPS; (3) certain items and services that 
we designate as contractor-priced, 
including, but not limited to, 
procurement of corneal tissue; (4) 
certain drugs and biologicals for which 
separate payment is allowed under the 
OPPS; and (5) certain radiology services 
for which separate payment is allowed 
under the OPPS. These covered 
ancillary services are specified in 
§ 416.164(b) and, as stated previously, 
are eligible for separate ASC payment 
(72 FR 42495). Payment for ancillary 
items and services that are not paid 
separately under the ASC payment 
system is packaged into the ASC 
payment for the covered surgical 
procedure. 

We update the lists of, and payment 
rates for, covered surgical procedures 
and covered ancillary services in ASCs 
in conjunction with the annual 
proposed and final rulemaking process 
to update the OPPS and the ASC 
payment system (§ 416.173; 72 FR 
42535). In addition, as discussed in 
detail in section XII.B. of this final rule 
with comment period, because we base 
ASC payment policies for covered 
surgical procedures, drugs, biologicals, 
and certain other covered ancillary 
services on the OPPS payment policies, 
and we use quarterly change requests to 
update services covered under the 
OPPS, we also provide quarterly update 
change requests (CRs) for ASC covered 
surgical procedures and covered 
ancillary services throughout the year 
(january, April, July, and October). CMS 
releases new Level II codes to the public 
or recognizes the release of new CPT 
codes by the AMA and makes these 
codes effective (that is, the codes are 
recognized on Medicare claims) via 
these ASC quarterly update CRs. Thus, 
these quarterly updates are to 
implement newly created Level Il 


HCPCS and Category III CPT codes for 
ASC payment and to update the 
payment rates for separately paid drugs 
and biologicals based on the most 
recently submitted ASP data. New 
Category | CPT codes, except vaccine 
codes, are released only once a year and, 
therefore, are implemented only through 
the January quarterly update. New 
Category I CPT vaccine codes are 
released twice a year and are 
implemented through the January and 
July quarterly updates. We refer readers 
to Table 41 in the CY 2012 OPPS/ASC 
proposed rule for the process used to 
update the HCPCS and CPT codes (76 
FR 42291). 

In our annual updates to the ASC list 
of, and payment rates for, covered 
surgical procedures and covered 
ancillary services, we undertake a 
review of excluded surgical procedures 
(including all procedures newly 
proposed for removal from the OPPS 
inpatient list), new procedures, and 
procedures for which there is revised 
coding, to identify any that we believe 
meet the criteria for designation as ASC 
covered surgical procedures or covered 
ancillary services. Updating the lists of 
ASC covered surgical procedures and 
covered ancillary services, as well as 
their payment rates, in association with 
the annual OPPS rulemaking cycle is 
particularly important because the 
OPPS relative payment weights and, in 
some Cases, payment rates, are used as 
the basis for the payment of covered 
surgical procedures and covered 
ancillary services under the revised ASC 
payment system. This joint update 
process ensures that the ASC updates 
occur in a regular, predictable, and 
timely manner. 


B. Treatment of New Codes 


1. Process for Recognizing New Category 
I and Category III] CPT Codes and Level 
II HCPCS Codes 


Category | CPT, Category III CPT, and 
Level II HCPCS codes are used to report 
procedures, services, items, and 
supplies under the ASC payment 
system. Specifically, we recognize the 
following codes on ASC claims: (1) 
Category | CPT codes, which describe 
surgical procedures and vaccine codes; 
(2) Category III CPT codes, which 
describe new and emerging 
technologies, services, and procedures; 
and (3) Level II HCPCS codes, which are 
used primarily to identify products, 
supplies, temporary procedures, and 
services not described by CPT codes. 

We finalized a policy in the August 2, 
2007 final rule to evaluate each year all 
new Category | and Category III] CPT 
codes and Level II HCPCS codes that 


describe surgical procedures, and to 
make preliminary determinations 
during the annual OPPS/ASC 
rulemaking process regarding whether 
or not they meet the criteria for payment 
in the ASC setting as covered surgical 
procedures and, if so, whether or not 
they are office-based procedures (72 FR 
42533 through 42535). In addition, we 
identify new codes as ASC covered 
ancillary services based upon the final 
payment policies of the revised ASC 
payment system. 

We have separated our discussion 
below into two sections based on 
whether we proposed to solicit public 
comments in the CY 2015 OPPS/ASC 
proposed rule (and respond to those 
comments in this CY 2015 OPPS/ASC 
final rule with comment period) or 
whether we are soliciting public 
comments in this CY 2015 OPPS/ASC 
final rule with comment period (and 
responding to those comments in the CY 
2016 OPPS/ASC final rule with 
comment period). 

We note that we sought public 
comment in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75067) on the new Category I and 
Category II] CPT and Level Il HCPCS 
codes that were effective January 1, 
2014. We also sought public comment 
in the CY 2014 OPPS/ASC final rule 
with comment period on the new Level 
Il HCPCS codes effective October 1, 
2013. These new codes, with an 
effective date of October 1, 2013, or 
January 1, 2014, were flagged with 
comment indicator ““NI’’ in Addenda 
AA and BB to the CY 2014 OPPS/ASC 
final rule with comment period to 
indicate that we were assigning them an 
interim payment status and payment 
rate, if applicable, which were subject to 
public comment following publication 
of the CY 2014 OPPS/ASC final rule 
with comment period. In the proposed 
rule, we stated that we will respond to 
public comments and finalize the 
treatment of these codes under the ASC 
payment system in this CY 2015 OPPS/ 
ASC final rule with comment period. 


2. Treatment of New Level II HCPCS 
Codes and Category III CPT Codes 
Implemented in April 2014 and July 
2014 for Which We Solicited Public 
Comments in the CY 2015 OPPS/ASC 
Proposed Rule 


In the April 2014 and July 2014 CRs, 
we made effective for April 1, 2014 and 
July 1, 2014, respectively, a total of 
seven new Level II HCPCS codes and 
four new Category III CPT codes that 
describe ASC covered surgical 
procedures and covered ancillary 
services that were not addressed in the 
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CY 2014 OPPS/ASC final rule with 
comment period. 

In the April 2014 ASC quarterly 
update (Transmittal 2927, CR 8675, 
dated April 10, 2014), we added two 
new surgical Level II HCPCS codes and 
one new drug and biological Level II 
HCPCS code to the list of covered 
surgical procedures and covered 
ancillary services, respectively. Table 45 
of the CY 2015 OPPS/ASC proposed 
rule (79 FR 41016) listed the new Level 
II HCPCS codes that were implemented 
April 1, 2014, along with their proposed 
payment indicators for CY 2015. 

In the July 2014 quarterly update 
(Transmittal 2970, CR 8786, dated May 
23, 2014), we added one new 
brachytherapy Level II HCPCS code and 
three new drug and biological Level II 
HCPCS codes to the list of covered 
ancillary services. Table 46 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41016 through 41017) listed the new 
Level II HCPCS codes that were 
implemented July 1, 2014 along with 
their proposed payment indicators and 
proposed ASC payment rates for CY 
2015. 

Through the July 2014 quarterly 
update CR, we also implemented ASC 
payment for four new Category III CPT 
codes as one ASC covered surgical 
procedure and three covered ancillary 
services, effective July 1, 2014. These 
codes were listed in Table 47 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41017), along with their proposed 
payment indicators and proposed 
payment rates for CY 2015. 

The HCPCS codes listed in Table 45 
of the CY 2015 OPPS/ASC proposed 
rule (79 FR 41016) were included in 
Addenda AA or BB to the proposed rule 
(which are available via the Internet on 
the CMS Web site). Because the 
payment rates associated with the new 
Level II HCPCS codes and Category III 
CPT codes that became effective July 1, 
2014 (listed in Table 46 and Table 47 of 
the proposed rule (79 FR 41016 through 





41017)) were not available to us in time 
for incorporation into the Addenda to 
the OPPS/ASC proposed rule, our 
policy is to include these HCPCS codes 
and their proposed payment indicators 
and payment rates in the preamble to 
the proposed rule but not in the 
Addenda to the proposed rule. These 
codes and their final payment indicators 
and rates are included in the 
appropriate Addendum to this CY 2015 
OPPS/ASC final rule with comment 
period. Therefore, the codes 
implemented by the July 2014 ASC 
quarterly update CR and their proposed 
CY 2015 payment indicators and rates 
that were displayed in Table 46 and 
Table 47 of the proposed rule were not 
included in Addenda AA or BB to the 
proposed rule (which are available via 
the Internet on the CMS Web site). The 
final list of ASC covered surgical 
procedures and covered ancillary 
services and the associated payment 
weights and payment indicators are 
included in Addenda AA or BB to this 
CY 2015 OPPS/ASC final rule with 
comment period, consistent with our 
annual update policy. 

We invited public comment on these 
proposed payment indicators and the 
proposed payment rates for the new 
Category III CPT code and Level II 
HCPCS codes that were newly 
recognized as ASC covered surgical 
procedures or covered ancillary services 
in April 2014 and July 2014 through the 
quarterly update CRs, as listed in Tables 
45, 46, and 47 of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41016 
through 41017). We proposed to finalize 
their payment indicators and their 
payment rates in this CY 2015 OPPS/ 
ASC final rule with comment period. 

We did not receive any public 
comments regarding these proposed 
ASC payment indicators. Therefore, we 
are adopting as final for CY 2015 the 
ASC payment indicators for the ASC 
covered surgical procedures and 


covered ancillary services described by 
the new Level II HCPCS codes 
implemented in April 2014 and July 
2014 through the quarterly update CRs 
as shown below, in Tables 41 and 42, 
respectively. 

For the new Category III CPT codes 
implemented in July 2014 through the 
quarterly update CR, as shown below in 
Table 43, we are not finalizing the “Z2” 
payment indicator that we proposed for 
CPT codes 0348T, 0349T, and 0350T. 
For CY 2015, these codes will be 
conditionally packaged under the OPPS 
when provided with a significant 
procedure (status indicator “Q1”’). With 
the exception of device removal 
procedures (as discussed in section 
XII.D.1.b. of this final rule with 
comment period), HCPCS codes that are 
conditionally packaged under the OPPS 
are always packaged (payment indicator 
‘“‘N1’’) under the ASC payment system. 
Therefore, we are changing the final CY 
2015 ASC payment indicator for CPT 
codes 0348T, 0349T, and 350T from 
“Z.2”’ to “N1.” We are adopting as final 
the payment indicator proposed for CPT 
code 0356T. 

These new HCPCS and CPT codes 
also are displayed in Addenda AA and 
BB to this final rule with comment 
period (which are available via the 
Internet on the CMS Web site). We note 
that after publication of the CY 2015 
OPPS/ASC proposed rule, the CMS 
HCPCS Workgroup created permanent 
HCPCS J-codes for CY 2015 to replace 
certain temporary HCPCS C-codes and 
Q-codes made effective for CY 2014. 
These permanent CY 2015 HCPCS J- 
codes are listed alongside the temporary 
CY 2014 HCPCS C-codes and Q-codes in 
Tables 41 and 42 below. We also note 
that the CMS HCPCS Workgroup created 
a long descriptor for J1781 that is 
slightly different from the long 
descriptor listed for HCPCS code C9134 
in the CY 2015 OPPS/ASC proposed 
rule. 


TABLE 41—NEW LEVEL II HCPCS CODES FOR COVERED SURGICAL PROCEDURES OR COVERED ANCILLARY SERVICES 








CY 2015 
HCPCS code 


CY 2014 HCPCS 
code 






IMPLEMENTED IN APRIL 2014 


CY 2015 long descriptor 


Cystourethroscopy, with insertion of transprostatic implant; 1 to 3 implants oo... 
Cystourethroscopy, with insertion of transprostatic implant; 4 or more implants ................. 
Injection, obinutuzumab, 10 mg 












Final CY 2015 
payment 
indicator 



















G2 = Non office-based surgical procedure added in CY 2008 or later; payment based on OPPS relative payment weight. 
K2 = Drugs and biologicals paid separately when provided integral to a surgical procedure on ASC list; payment based on OPPS rate. 
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TABLE 42—NEW LEVEL II HCPCS CODES FOR COVERED ANCILLARY SERVICES IMPLEMENTED IN JULY 2014 








CY 2015 
HCPCS code 


CY 2014 HCPCS 
code 










CY 2015 long descriptor 


Brachytherapy source, cesium-131 chloride solution, per millicurie 
Injection, elosulfase alfa, 1mg 
Injection, Factor XIIl A-subunit, (recombinant), per iu 
Injection, ferric carboxymaltose, 1 mg 


*HCPCS code Q9970 replaced HCPCS code C9441 effective July 1, 2014. 
H2 = Brachytherapy source paid separately when provided integral to a surgical procedure on ASC list; payment based on OPPS rate. 
K2 = Drugs and biologicals paid separately when provided integral to a surgical procedure on ASC list; payment based on OPPS rate. 












Final CY 2015 
payment 
indicator 





K2 










TABLE 43—NEW CATEGORY III CPT CODES FOR COVERED SURGICAL PROCEDURES OR COVERED ANCILLARY SERVICES 
IMPLEMENTED IN JULY 2014 








Final CY 2015 
cy —— v CY = CY 2015 long descriptor payment 
indicator 
CAI occ sicecny! ies acearasensvaatennaan Radiologic examination, radiostereometric analysis (RSA); spine, (includes, cervical, tho- N1 
racic and lumbosacral, when performed). 
CIE cacscsccdcacevn lh cdgonsisdlacsctuscndectenuns Radiologic examination, radiostereometric analysis (RSA); upper extremity(ies), (includes N1 
shoulder, elbow and wrist, when performed). 
ING sso sies occ csccauan  gnicntccoecacaiaiceeeseeas Radiologic examination, radiostereometric analysis (RSA); lower extremity(ies), (includes N1 
hip, proximal femur, knee and ankle, when performed). 
CTGI DE sc oaisctanssassye:| Pe cecscasacsvaceuuncasunlens Insertion of drug-eluting implant (including punctal dilation and implant removal when R2 
performed) into lacrimal canaliculus, each. 








N1 = Packaged service/item; no separate payment made. 
R2 = Office-based surgical procedure added to ASC list in CY 2008 or later without MPFS nonfacility PE RVUs; payment based on OPPS rel- 


ative payment weight. 


3. Process for New Level I] HCPCS 
Codes and Category | and Category III 
CPT Codes for Which We Are Soliciting 
Public Comments in This CY 2015 
OPPS/ASC Final Rule With Comment 
Period 


As has been our practice in the past, 
we incorporate those new Category | 
and Category III CPT codes and new 
Level Il HCPCS codes that are effective 
January 1 in the final rule with 
comment period updating the ASC 
payment system for the following 
calendar year. These codes are released 
to the public via the CMS HCPCS (for 
Level II HCPCS codes) and AMA Web 
sites (for CPT codes), and also through 
the January ASC quarterly update CRs. 
In the past, we also have released new 
Level II HCPCS codes that are effective 
October 1 through the October ASC 
quarterly update CRs and incorporated 
these new codes in the final rule with 
comment period updating the ASC 
payment system for the following 
calendar year. All of these codes are 
flagged with comment indicator ‘‘NI”’ in 
Addenda AA and BB to the OPPS/ASC 
final rule with comment period to 
indicate that we are assigning them an 
interim payment status which is subject 
to public comment. The payment 
indicator and payment rate, if 
applicable, for all such codes flagged 
with comment indicator “NI” are open 
to public comment in the OPPS/ASC 


final rule with comment period, and we 
respond to these comments in the final 
rule with comment period for the next 
calendar year’s OPPS/ASC update. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41017), we proposed to 
continue this process for CY 2015. 
Specifically, for CY 2015, we proposed 
to include in Addenda AA and BB to 
the CY 2015 OPPS/ASC final rule with 
comment period any new Category I and 
lll CPT codes effective January 1, 2015, 
that would be incorporated in the 
January 2015 ASC quarterly update CR 
and any new Level II HCPCS codes, 
effective October 1, 2014 or January 1, 
2015, that would be released by CMS in 
its October 2014 and January 2015 ASC 
quarterly update CRs. We stated that 
these codes would be flagged with 
comment indicator ‘‘NI” in Addenda 
AA and BB to this CY 2015 OPPS/ASC 
final rule with comment period to 
indicate that we have assigned them an 
interim payment status. We also stated 
that their payment indicators and 
payment rates, if applicable, would be 
open to public comment in this CY 2015 
OPPS/ASC final rule with comment 
period and would be finalized in the CY 
2016 OPPS/ASC final rule with 
comment period. 

We did not receive any public 
comments regarding this proposed 
process. Therefore, for CY 2015, we are 
finalizing our proposal, without 
modification, to continue our 


established process for recognizing and 
soliciting public comments on new 
Level II HCPCS codes and Category I 
and III CPT codes that become effective 
on October 1, 2014, or January 1, 2015, 
as described above. 


C. Update to the Lists of ASC Covered 
Surgical Procedures and Covered 
Ancillary Services 


1. Covered Surgical Procedures 


a. Additions to the List of ASC Covered 
Surgical Procedures 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41017 through 41018), we 
proposed to update the list of ASC 
covered surgical procedures by adding 
10 procedures to the list for CY 2015. 
These 10 procedures were among those 
excluded from the ASC list for CY 2014 
because we believed they did not meet 
the definition of a covered surgical 
procedure based on our expectation that 
they would be expected to pose a 
significant risk to beneficiary safety 
when performed in an ASC, or would be 
expected to require active medical 
monitoring and care of the beneficiary at 
midnight following the procedure. We 
conducted a review of all HCPCS codes 
that currently are paid under the OPPS, 
but not included on the ASC list of 
covered surgical procedures, to 
determine if changes in technology and/ 
or medical practice affected the clinical 
appropriateness of these procedures for 
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the ASC setting. We determined that 
these 10 procedures would not be 
expected to pose a significant risk to 
beneficiary safety when performed in an 
ASC, and would not be expected to 
require active medical monitoring and 
care of the beneficiary at midnight 
following the procedure and, therefore, 
we proposed to include them on the list 
of ASC covered surgical procedures for 
CY 2015. 

The 10 procedures that we proposed 
to add to the ASC list of covered 
surgical procedures, including their 
HCPCS code long descriptors and 
proposed CY 2015 payment indicators, 
were displayed in Table 48 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41018). 

Comment: Several commenters 
supported adding the 10 procedures to 
the CY 2015 covered surgical 
procedures list for ASCs. 

Response: We thank the commenters 
for their support. As indicated later in 
this section, we are finalizing our 
proposal to add these procedure codes 
to the ASC list, in addition to two other 
procedure codes recommended by 


commenters. 
Comment: Some commenters stated 


that the APC relative weight for APC 
0208 is too low for the cervical and 
lumbar fusion procedures (as described 
by HCPCS codes 22551, 22554, and 
22612) proposed to be added to the list 
of ASC covered surgical procedures, and 
they urged CMS to reassign these three 
procedures codes to another APC with 

a higher relative weight. 

Response: As discussed in detail in 
section II.A.2.e. of this final rule with 
comment period, we agree with the 
commenters, and we are reassigning 
CPT codes 22551, 22554, and 22612 to 
APC 0425 for CY 2015 because the 
geometric mean costs of these codes are 
more similar to the geometric mean cost 
of APC 0425, which has a higher 
geometric mean cost than APC 0208. 

Comment: Some commenters stated 
that, in order to perform the procedures 
proposed to be added to the ASC list of 
covered surgical procedures, additional 
procedure codes needed to be added to 
the list because some of the proposed 
additions to the list could not be 
furnished without procedures described 
by additional codes. Other codes were 
requested to be added because they 
represent procedures that are commonly 
furnished in conjunction with 
procedures described by the codes that 
were proposed to be added. 
Commenters stated that without adding 
the additional codes for procedures that 
must be performed in conjunction with 
or are often performed along with the 
proposed added procedures, these types 


of cases will continue to not be 
furnished in the ASC setting. 
Commenters stated that some of the 
procedures described by these codes 


were covere 


d by other carriers and 


could be safely performed in the ASC 
setting for Medicare patients. Some 
commenters believed that, because 
Medicare makes facility payments for 
unlisted CPT codes under the OPPS, 
CMS should provide ASCs with the 
same flexibility to use unlisted CPT 


codes to rep 


ort procedures. The list of 


codes that commenters requested to be 


added in ad 


proposed to be added is shown in Table 


44 below. 


TABLE 44—PROCEDURES REQUESTED 
FOR ADDITION TO THE CY 2015 LIST 
OF ASC COVERED SURGICAL PRO- 








CEDURES 

CY 2015 

eo CY 2015 short descriptor 

codes 
19307 0055. Mast mod rad. 
20930*** .. | Sp bone algrft morsel add-on. 
20931*** .. | Sp bone algrft struct add-on. 
20936" ..... Sp bone agrft local add-on. 
20937* ..... Sp bone agrft morsel add-on. 
20938" ..... Sp bone agrft struct add-on. 
22526 ....... Idet single level. 
LOBE sesises Idet 1 or more levels. 
PRISE ss.s2 Lat thorax spine fusion. 
22BBS” 003. Lat lumbar spine fusion. 
22534" ..... Lat thor/lumb addl seg. 
22982 45500 Addl neck spine fusion. 
22558" ..... Lumbar spine fusion. 
CED ssecs Additional spinal fusion. 
22610" ..... Thorax spine fusion. 
22633" ..... Lumbar spine fusion combined. 
22830" ..... Exploration of spinal fusion. 
22840% ..... Insert spine fixation device. 
22842" ..... Insert spine fixation device. 
22845" ..... Insert spine fixation device. 
22846" ..... Insert spine fixation device. 
22849 ..... Reinsert spinal fixation. 
22850" 64:2 Remove spine fixation device. 
2EBON sssnies Apply spine prosth device. 
22609" 2.443 Remove spine fixation device. 
22856 ....... Cerv artific diskectomy. 
23470 ....... Reconstruct shoulder joint. 
28805 ....... Amputation thru metatarsal. 
31600 ....... Incision of windpipe. 
BESS I .2.55.5 Insertion of chest tube. 
33244... Remove eltrd transven. 
35471 ....... Repair arterial blockage. 
35908 ....... Excision graft extremity. 
SINT <cc0850 Ins endovas vena cava filtr. 
SIVOS <i02052 Rem endovas vena cava filter. 
39400 ....... Mediastinoscopy incl biopsy. 
43280 ....... Laparoscopy fundoplasty. 
43281 ....... Lap paraesophag hern repair. 
43770 ....... Lap place gastr adj device. 
44180 ....... Lap enterolysis. 
44970 ....... Laparoscopy appendectomy. 
54332 ....... Revise penis/urethra. 
54336 ....... Revise penis/urethra. 
BA5RDS 0.65 Extensive testis surgery. 
54650 ....... Orchiopexy (fowler-stephens). 
BTAZO csi: Closure of vagina. 


dition to those that were 


TABLE 44—PROCEDURES REQUESTED 
FOR ADDITION TO THE CY 2015 LIST 
OF ASC COVERED SURGICAL PRO- 
CEDURES—Continued 








CY 2015 
nee CY 2015 short descriptor 
codes 
I ar rE nS 
5 7AB2 \sxcsues Colpopexy extraperitoneal. 
57266 ....03. Colpopexy intraperitoneal. 
57 SAD cscsscs Repair urethrovaginal lesion. 
BTA2S 0:65:52 Laparoscopy surg colpopexy. 
58260 ....... Vaginal hysterectomy. 
58262 .....:. Vag hyst including t/o. 
58548 ....... Lsh uterus above 250 g. 
58544 ....... Lsh w/t/o uterus above 250 g. 
BESS .....:. Laparo-vag hyst complex. 
58554 ....... Laparo-vag hyst w/t/o compl. 
SBS .....03. Tih w/t/o uterus over 250 g. 
C0202 5.2.55. Removal of thyroid. 
60260 ....... Repeat thyroid surgery. 
60271 ....... Removal of thyroid. 
CAOUA iccsvce Remove spine lamina 1/2 scr. 
GS0T2 ....:54 Remove lamina/facets lumbar. 
GSO1G. 50. Remove spine lamina >2 crvcl. 
63016 ....... Remove spine lamina >2 thre. 
63017 ....... Remove spine lamina >2 Imbr. 
63035 ....... Spinal disk surgery add-on. 
63040 ....... Laminotomy single cervical. 
63046 ....... Remove spine lamina 1 thre. 
63048 ....... Remove spinal lamina add-on. 
GSORT ss... Decompress spine cord add-on. 
63064 ....... Decompress spinal cord thre. 
63075 ....... Neck spine disk surgery. 
63076 ....... Neck spine disk surgery. 
77002**** | Needle localization by xray. 
L-codes** (L codes for implants—plates 
and screws, peek or bone, 
putty—HCPCS not specified). 


*CPT codes on the OPPS inpatient list for 


CY 2015. 


** HCPCS codes for prosthetics or prosthetic 


supplies. 


***CPT codes already on the ASC list of 
covered surgical procedures. 

****CPT code already on the ASC list of 
covered ancillary services. 

Response: We examined all of the 
codes that commenters requested for 
addition to the ASC list of covered 
surgical procedures. Of the 75 codes 
requested for addition to the ASC list, 
we did not review the 19 procedures 
that are reported by CPT codes that are 
on the OPPS inpatient list (identified 
with one asterisk in Table 44), or the 
unspecified non-surgical HCPCS L- 
codes (identified with two asterisks in 
Table 44) because these codes are not 
eligible for addition to the ASC list of 
covered surgical procedures, consistent 
with our final policy which is discussed 
in detail in the August 2, 2007 final rule 
(72 FR 42476 through 42486; 42 CFR 
416.166). In addition, we did not review 
the 2 procedures reported by CPT codes 
that are already on the ASC list of 
covered surgical procedures (identified 
with three asterisks in Table 44), or the 
1 procedure reported by a CPT code that 
is on the ASC list of covered ancillary 
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services (identified with four asterisks 
in Table 44). 


With respect to the remaining 
procedures described by the 52 codes in 
Table 44 that commenters requested be 
added to the list of ASC covered 
surgical procedures, we do not agree 
that any of the procedures described by 
these codes should be added to the list 
because they do not meet our criteria for 
inclusion on this list. Under 42 CFR 
416.2 and 416.166, subject to certain 
exclusions, covered surgical procedures 
in an ASC are surgical procedures that 
are separately paid under the OPPS, that 
would not be expected to pose a 
significant risk to beneficiary safety 
when performed in an ASC, and would 
not be expected to require active 
medical monitoring and care of the 
beneficiary at midnight following the 
procedure. The criteria used under the 
revised ASC payment system to identify 
procedures that would be expected to 
pose a significant safety risk when 
performed in an ASC include, but are 
not limited to, those procedures that: 
Generally result in extensive blood loss; 
require major or prolonged invasion of 
body cavities; directly involve major 
blood vessels; are generally emergent or 
life threatening in nature; commonly 
require systemic thrombolytic therapy; 
are designated as requiring inpatient 
care under § 419.22(n); can only be 
reported using a CPT unlisted surgical 
procedure code; or are otherwise 
excluded under § 411.15 (we refer 
readers to § 416.166). Procedures that do 
not meet the criteria set forth in 42 CFR 





416.166 would not be added to the list 
of ASC covered surgical procedures. 

Although the commenters asserted 
that some of the procedures they were 
requesting for addition to the list are as 
safe as procedures already on the list, 
based on our review of the procedures 
listed in Table 44, we found that all of 
the remaining procedures described by 
the 52 codes either would be expected 
to pose a threat to beneficiary safety or 
would require active medical 
monitoring and care of the beneficiary at 
midnight following the procedure. 
Specifically, we found that prevailing 
medical practice called for inpatient 
hospital stays for beneficiaries 
undergoing many of the procedures and 
that some of the procedures directly 
involve major blood vessels and/or may 
result in extensive blood loss. Therefore, 
we are not including any of the 
procedures suggested by commenters on 
the list of ASC covered surgical 
procedures for CY 2015. 

Regarding the comment about 
unlisted codes being noncovered in the 
ASC, we have a longstanding ASC 
policy that all unlisted codes are 
noncovered in the ASC because we are 
unable to determine (due to the 
nondescript nature of unlisted codes) if 
a procedure that would be reported with 
an unlisted code would not be expected 
to pose a significant risk to beneficiary 
safety when performed in an ASC, and 
would not be expected to require active 
medical monitoring and care of the 
beneficiary at midnight following the 
procedure. We continue to believe it 
would not be appropriate to provide 


ASC payment for unlisted CPT codes in 
the surgical range, even if payment may 
be provided under the OPPS. ASCs do 
not possess the breadth and intensity of 
services that hospitals must maintain to 
care for patients of higher acuity, and 
we would have no way of knowing what 
specific procedures reported by unlisted 
CPT codes were provided to patients in 
order to ensure that they are safe for 
ASC performance. 


After consideration of the public 
comments we received, we are 
finalizing the addition of the 10 HCPCS 
codes that we proposed to the list of 
ASC covered surgical procedures for CY 
2015. As addressed in section XII.C.1.e. 
of this final rule with comment period, 
we also are adding CPT code 63044 
(Laminotomy (hemilaminectomy), with 
decompression of nerve root(s), 
including partial facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disc, 
reexploration, single interspace; each 
additional lumbar interspace) to the 
ASC list of covered surgical procedures 
for CY 2015. This code was removed 
from the OPPS inpatient-only list in 
response to comments and, after review 
of the procedure described by this code, 
we believe that the procedure could be 
safely performed in an ASC and would 
not require active medical monitoring 
and care of the beneficiary at midnight 
following the procedure. The procedure 
codes, descriptors, and payment 
indicators for these 11 new covered 
surgical procedures for CY 2015 are 
displayed in Table 45 below. 


TABLE 45—ADDITIONS TO THE LIST OF ASC COVERED SURGICAL PROCEDURES FOR CY 2015 











CY 2015 CY 2015 long descriptor ASC oe 
HCPCS code indicator 

SOME das sjenencass Arthrodesis, anterior interbody, including disc space preparation, discectomy, osteophytectomy and decom- J8 
pression of spinal cord and/or nerve roots; cervical below c2. 

CAD cidsctciveadics Arthrodesis, anterior interbody technique, including minimal discectomy to prepare interspace (other than for J8 
decompression); cervical below c2. 

PANE wicicsssesisnin Arthrodesis, posterior or posterolateral technique, single level; lumbar (with lateral transverse technique, J8 
when performed). 

DACA eos vasesesticei Arthrodesis, posterior or posterolateral technique, single level; each additional vertebral segment (list sepa- N1 
rately in addition to code for primary procedure). 

CO i icsiasssoasants Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, G2 
foraminotomy and/or excision of herniated intervertebral disc; 1 interspace, cervical. 

CAO ccccsivecesetan Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, G2 
foraminotomy and/or excision of herniated intervertebral disc; 1 interspace, lumbar. 

COOAR  ccciscceasiiexs Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, G2 
foraminotomy and/or excision of herniated intervertebral disc, reexploration, single interspace; lumbar. 

GSOFAF wn .sccccsicsncss Laminotomy (hemilaminectomy), with decompression of nerve root(s), including partial facetectomy, N1 
foraminotomy and/or excision of herniated intervertebral disc, reexploration, single interspace; each addi- 
tional lumbar interspace (list separately in addition to code for primary procedure). 

COO ccctistscnscs Laminectomy, facetectomy and foraminotomy (unilateral or bilateral with decompression of spinal cord, G2 
cauda equina and/or nerve root[s], [eg, spinal or lateral recess stenosis]), single vertebral segment; cer- 
vical. 

GEORE cccsvazsecvexics Laminectomy, facetectomy and foraminotomy (unilateral or bilateral with decompression of spinal cord, G2 
cauda equina and/or nerve root[s], [eg, spinal or lateral recess stenosis]), single vertebral segment; lum- 
bar. 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66921 





TABLE 45—ADDITIONS TO THE LIST OF ASC COVERED SURGICAL PROCEDURES FOR CY 2015—Continued 









CY 2015 
HCPCS code 


b. Covered Surgical Procedures 
Designated as Office-Based 


(1) Background 


In the August 2, 2007 ASC final rule, 
we finalized our policy to designate as 
“office-based” those procedures that are 
added to the ASC list of covered 
surgical procedures in CY 2008 or later 
years that we determine are performed 
predominantly (more than 50 percent of 
the time) in physicians’ offices based on 
consideration of the most recent 
available volume and utilization data for 
each individual procedure code and/or, 
if appropriate, the clinical 
characteristics, utilization, and volume 
of related codes. In that rule, we also 
finalized our policy to exempt all 
procedures on the CY 2007 ASC list 
from application of the office-based 
classification (72 FR 42512). The 
procedures that were added to the ASC 
list of covered surgical procedures 
beginning in CY 2008 that we 
determined were office-based were 
identified in Addendum AA to that rule 
by payment indicator ‘‘P2” (Office- 
based surgical procedure added to ASC 
list in CY 2008 or later with MPFS 
nonfacility PE RVUs; payment based on 
OPPS relative payment weight); ‘“P3” 
(Office-based surgical procedures added 
to ASC list in CY 2008 or later with 
MPFS nonfacility PE RVUs; payment 
based on MPFS nonfacility PE RVUs); or 
“R2” (Office-based surgical procedure 
added to ASC list in CY 2008 or later 
without MPFS nonfacility PE RVUs; 
payment based on OPPS relative 
payment weight), depending on whether 
we estimated the procedure would be 
paid according to the standard ASC 
payment methodology based on its 
OPPS relative payment weight or at the 
MPFS nonfacility PE RVU-based 
amount. 


CY 2015 long descriptor 


Transpedicular approach with decompression of spinal cord, equina and/or nerve root(s) (eg, herniated 
intervertebral disc), single segment; lumbar (including transfacet, or lateral extraforaminal approach) (eg, 
far lateral herniated intervertebral disc). 


Consistent with our final policy to 
annually review and update the list of 
surgical procedures eligible for payment 
in ASCs, each year we identify surgical 
procedures as either temporarily office- 
based (these are new procedure codes 
with little or no utilization data that our 
medical advisors have determined are 
clinically similar to other procedures 
that are permanently office-based), 
permanently office-based, or nonoffice- 
based, after taking into account updated 
volume and utilization data. 


(2) Changes for CY 2015 to Covered 
Surgical Procedures Designated as 
Office-Based 


In developing the CY 2015 OPPS/ASC 
proposed rule, we followed our policy 
to annually review and update the 
surgical procedures for which ASC 
payment is made and to identify new 
procedures that may be appropriate for 
ASC payment, including their potential 
designation as office-based. We 
reviewed CY 2013 volume and 
utilization data and the clinical 
characteristics for all surgical 
procedures that are assigned payment 
indicator ‘‘G2’’ (Non-office-based 
surgical procedure added in CY 2008 or 
later; payment based on OPPS relative 
payment weight) in CY 2014, as well as 
for those procedures assigned one of the 
temporary office-based payment 
indicators, specifically “P2,” “P3,” or 
“R2” in the CY 2014 OPPS/ASC final 
rule with comment period (78 FR 75071 
through 75075). 

Our review of the CY 2013 volume 
and utilization data resulted in our 
identification of two covered surgical 
procedures, CPT codes 10022 and 19296 
that we believe meet the criteria for 
designation as office-based. The data 
indicate these procedures are performed 
more than 50 percent of the time in 









Final CY 2015 
ASC payment 
indicator 










physicians’ offices and our medical 
advisors believe the services are of a 
level of complexity consistent with 
other procedures performed routinely in 
physicians’ offices. The two CPT codes 
we proposed to permanently designate 
as office-based were listed in Table 49 
of the CY 2015 OPPS/ASC proposed 
rule (79 FR 41019). 


We invited public comment on this 
proposal. 


Comment: One commenter stated that 
CPT code 10022 was performed only 51 
percent of the time in the office setting 
and recommended that it temporarily be 
designated as office-based rather than 
permanently. 


Response: As stated in the proposed 
rule and above, we designate new 
procedure codes as temporarily office- 
based in situations where we have little 
to no utilization data on these 
procedures and our Medical Officers 
have determined these procedures are 
clinically similar to other procedures 
that are permanently office-based. For 
CPT code 10022, we have enough 
volume and utilization data from CY 
2013 to indicate that CPT code 10022 is 
performed more than 50 percent of the 
time in physicians’ offices and our 
medical advisors believe this service is 
of a level of complexity consistent with 
other procedures performed routinely in 
physicians’ offices. Therefore, we 
believe that this code should be 
designated as permanently office-based. 


After consideration of the public 
comments we received, we are 
finalizing our proposal, without 
modification, to designate the 
procedures described by CPT codes 
10022 and 19296 as permanently office- 
based for CY 2015, as set forth in Table 
46 below. 


TABLE 46—ASC COVERED SURGICAL PROCEDURES NEWLY DESIGNATED AS PERMANENTLY OFFICE-BASED FOR CY 2015 












CY 2015 CPT 
code 


CY 2015 long descriptor 



















Proposed CY 


CY 2014 ASC Final CY 2015 
payment Se ASC payment 
indicator indicator’ indicator 
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TABLE 46—ASC COVERED SURGICAL PROCEDURES NEWLY DESIGNATED AS PERMANENTLY OFFICE-BASED FOR CY 
2015—Continued 



























Proposed CY 







CY 2014 ASC Final CY 2015 
cy —o* CY 2015 Long descriptor payment = ves ASC payment 
indicator pay indicator* 


indicator* 





Placement of radiotherapy afterloading expandable catheter (single or multi- 

channel) into the breast for interstitial radioelement application following 
partial mastectomy, includes imaging guidance; on date separate from 
partial mastectomy. 


*Final payment indicators are based on a comparison of the final rates according to the ASC standard ratesetting methodology and the MPFS 
final rates effective January 1, 2015. We note that these payment indicators do not include the effect of the negative update to the MPFS pay- 
ment rates effective April 1, 2015 under current law. Updates to the ASC rates and payment indicators effective April |, 2015 will be included in 
the April 2015 quarterly ASC addenda posted on the CMS Web site. For a discussion of the MPFS rates, we refer readers to the CY 2015 








MPFS final rule with comment period. 


We also reviewed CY 2013 volume 
and utilization data and other 
information for the 8 procedures 
finalized for temporary office-based 
status in Tables 52 and 53 in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 75074 through 
75075). Among these eight procedures, 
there were very few claims data or no 
claims data for six procedures: CPT 
code 0099T (Implantation of 
intrastromal corneal ring segments); 
CPT code 0299T (Extracorporeal shock 
wave for integumentary wound healing, 
high energy, including topical 
application and dressing care; initial 
wound); CPT code C9800 (Dermal 
injection procedure(s) for facial 
lipodystrophy syndrome (LDS) and 
provision of Radiesse or Sculptra 
dermal filler, including all items and 
supplies); CPT code 10030 (Image- 
guided fluid collection drainage by 
catheter (eg, abscess, hematoma, seroma, 
lymphocele, cyst), soft tissue (eg, 
extremity, abdominal wall, neck), 
percutaneous); CPT code 64617 
(Chemodenervation of muscle(s); larynx, 
unilateral, percutaneous (eg, for 
spasmodic dysphonia), includes 
guidance by needle electromyography, 
when performed); and CPT code 67229 
(Treatment of extensive or progressive 
retinopathy, one or more sessions; 
preterm infant (less than 37 weeks 
gestation at birth), performed from birth 
up to 1 year of age (eg, retinopathy of 
prematurity), photocoagulation or 
cryotherapy). Consequently, we 
proposed to maintain their temporary 
office-based designations for CY 2015. 


We proposed that one procedure that 
has a temporary office-based 
designation for CY 2014, CPT code 
0226T (Anoscopy, high resolution 
(HRA) (with magnification and chemical 
agent enhancement); diagnostic, 
including collection of specimen(s) by 
brushing or washing when performed), 
be packaged under the OPPS for CY 
2015. Our policy is to package covered 
surgical procedures under the ASC 
payment system if these procedures are 
packaged under the OPPS. 
Consequently, we proposed to package, 
and assign payment indicator “‘N1”’ to, 
this covered surgical procedure code in 
CY 2015. 


HCPCS code 0124T (Conjunctival 
incision with posterior extrascleral 
placement of pharmacological agent 
(does not include supply of 
medication)) was finalized for 
temporary office-based status in the CY 
2014 OPPS/ASC final rule with 
comment period. However, this code 
was deleted effective December 31, 
2013. 


The proposed CY 2015 payment 
indicator designations for the 7 
remaining procedures that were 
temporarily designated as office-based 
in CY 2014 were displayed in Table 50 
of the CY 2015 OPPS/ASC proposed 
rule (79 FR 41019). The procedures for 
which the proposed office-based 
designations for CY 2015 are temporary 
also were indicated by asterisks in 
Addendum AA to the proposed rule 
(which is available via the Internet on 
the CMS Web site). 


We invited public comment on these 
proposals. 

Comment: One commenter stated that 
because CPT code 10030 is new for CY 
2014, it should not be designated as 
temporarily office-based at this time. 


Response: As stated in the 2014 
OPPS/ASC final rule with comment 
period (78 FR 75074 through 75075), 
after reviewing the clinical 
characteristics, utilization, and volume 
of related codes, we determined that the 
procedures described by CPT code 
10030 would be predominantly 
performed in physicians’ offices. 
However, because we had no utilization 
data for CPT code 10030, we made the 
office-based designation temporary 
rather than permanent for CY 2014. As 
discussed above, we continue to have 
no claims data for this procedure so we 
are continuing to designate the 
procedures described by CPT code 
10030 as temporarily office-based. We 
will reevaluate CPT code 10030 in next 
year’s rulemaking. 

After consideration of the public 
comment we received, for CY 2015 we 
are finalizing our proposal without 
modification to designate six procedures 
listed in Table 47 below as temporarily 
office-based. HCPCS code 0226T 
(Anoscopy, high resolution (HRA) (with 
magnification and chemical agent 
enhancement); diagnostic, including 
collection of specimen(s) by brushing or 
washing when performed) was included 
in our proposal for CY 2015. However, 
this code will be deleted effective 
December 31, 2014. 


TABLE 47—CY 2015 PAYMENT INDICATORS FOR ASC COVERED SURGICAL PROCEDURES DESIGNATED AS TEMPORARILY 
OFFICE-BASED IN THE CY 2014 OPPS/ASC FINAL RULE WITH COMMENT PERIOD 






CY 2015 CPT 
code 










Implantation of intrastromal corneal ring segments 
Anoscopy, high resolution (HRA) (with magnification and chemical agent enhancement); di- 
agnostic, including collection of specimen(s) by brushing or washing when performed. 


CY 2015 long descriptor 











CY 2014 ASC | CY 2015 ASC 
payment payment 
indicator indicator ** 













D5 
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TABLE 47—CY 2015 PAYMENT INDICATORS FOR ASC COVERED SURGICAL PROCEDURES DESIGNATED AS TEMPORARILY 
OFFICE-BASED IN THE CY 2014 OPPS/ASC FINAL RULE WITH COMMENT PERIOD—Continued 







CY 2015 CPT 
code 


CY 2015 long descriptor 


Extracorporeal shock wave for integumentary wound healing, high energy, including topical 
application and dressing care; initial wound. 











CY 2015 ASC 
payment 
indicator ** 


CY 2014 ASC 
payment 
indicator 













GOB OO | icctscescesses Dermal injection procedure(s) for facial lipodystrophy syndrome (LDS) and provision of R2* Re” 
Radiesse or Sculptra dermal filler, including all items and supplies. 

IODSD \....cseserssep Image-guided fluid collection drainage by catheter (eg, abscess, hematoma, seroma, P2* P2* 
lymphocele, cyst), soft tissue (eg, extremity abdominal wall, neck), percutaneous. 

BAGWY. s.c.-cccsuecee Chemodenervation of muscle(s); larynx, unilateral, percutaneous (eg, for spasmodic PS" eo 
dysphonia), includes guidance by needle electromyography, when performed. 

BIOS ose cdesce ke Treatment of extensive or progressive retinopathy, one or more sessions; preterm infant R2* R2* 





*|If designation is temporary. 


(less than 37 weeks gestation at birth), performed from birth up to 1 year of age (eg, ret- 
inopathy of prematurity), photocoagulation or cryotherapy. 













** Final payment indicators are based on a comparison of the final rates according to the ASC standard ratesetting methodology and the MPFS 
final rates effective January 1, 2015. We note that these payment indicators do not include the effect of the negative update to the MPFS pay- 
ment rates effective April 1, 2015 under current law. Updates to the ASC rates and payment indicators effective April 1, 2015 will be included in 
the April 2015 quarterly ASC addenda posted on the CMS Web site. For a discussion of the MPFS rates, we refer readers to the CY 2015 


MPFS final rule with comment period. 


c. ASC Covered Surgical Procedures To 
Be Designated as Device-Intensive 


(1) Background 


As discussed in the August 2, 2007 
final rule (72 FR 42503 through 42508), 
we adopted a modified payment 
methodology for calculating the ASC 
payment rates for covered surgical 
procedures that are assigned to the 
subset of OPPS device-dependent APCs 
with a device offset percentage greater 
than 50 percent of the APC cost under 
the OPPS, in order to ensure that 
payment for the procedure is adequate 
to provide packaged payment for the 
high-cost implantable devices used in 
those procedures. 


(2) Changes to List of ASC Covered 
Surgical Procedures Designated as 
Device-Intensive for CY 2015 


As we discuss in section II.A.2.e of 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 40940 through 40953), for CY 
2015, we proposed to implement 28 
comprehensive APCs created to replace 
the current device-dependent APCs and 
a few nondevice-dependent APCs under 
the OPPS, which would eliminate all 
device-dependent APCs for CY 2015. 
We proposed to define a comprehensive 
APC as a classification for the provision 
of a primary service and all adjunctive 
services provided to support the 
delivery of the primary service. Because 
a comprehensive APC would treat all 
individually reported codes as 
representing components of the 
comprehensive service, our OPPS 
proposal is to make a single prospective 
payment based on the cost of all 
individually reported codes that 
represent the provision of a primary 
service and all adjunctive services 


provided to support the delivery of the 
primary service. 

Unlike the OPPS claims processing 
system that can be configured to make 
a single payment for the encounter- 
based comprehensive service whenever 
a HCPCS code that is assigned to a 
comprehensive APC appears on the 
claim, the ASC claims processing 
system does not allow for this type of 
conditional packaging. Therefore, we 
proposed that all separately paid 
covered ancillary services that are 
provided integral to covered surgical 
procedures that would map to 
comprehensive APCs would continue to 
be separately paid under the ASC 
payment system instead of being 
packaged into the payment for the 
comprehensive APC as under the OPPS. 
The OPPS relative payment weights for 
the comprehensive APCs would include 
costs for ancillary services; therefore, we 
could duplicate payment if we based the 
ASC payment rate on the OPPS relative 
payment weights for the comprehensive 
APCs. Therefore, to avoid this issue, we 
proposed that the ASC payment rates for 
these comprehensive APCs would be 
based on the CY 2015 OPPS relative 
payments weights that have been 
calculated using the standard APC 
ratesetting methodology for the primary 
service instead of the relative payment 
weights that are based on the 
comprehensive bundled service. For the 
same reason, under the ASC payment 
system, we also proposed to use the 
standard OPPS APC ratesetting 
methodology instead of the 
comprehensive methodology to 
calculate the device offset percentage for 
comprehensive APCs for purposes of 
identifying device-intensive procedures 
and to calculate payment rates for 


device-intensive procedures assigned to 
comprehensive APCs. 


Payment rates for ASC device- 
intensive procedures are based on a 
modified payment methodology to 
ensure that payment for the procedure 
is adequate to provide packaged 
payment for the high-cost implantable 
devices used in those procedures. 
Device-intensive procedures are 
currently defined as those procedures 
that are assigned to device-dependent 
APCs with a device offset percentage 
greater than 50 percent of the APC cost 
under the OPPS. Because we proposed 
to implement the comprehensive APC 
policy and, therefore, eliminate device- 
dependent APCs under the OPPS in CY 
2015, we need to define ASC device- 
intensive procedures for CY 2015. We 
proposed to define ASC device- 
intensive procedures as those 
procedures that are assigned to any APC 
(not only an APC formerly designated 
device-dependent) with a device offset 
percentage greater than 40 percent based 
on the standard OPPS APC ratesetting 
methodology. We believe that our 
proposal to lower the offset threshold 
from greater than 50 percent to greater 
than 40 percent better aligns with the 
OPPS device credit policy finalized for 
CY 2014 (78 FR 75006 and 75007) that 
applies to procedures with a significant 
device offset amount, which is defined 
as exceeding 40 percent of the APC cost. 
Because the ASC device-intensive 
methodology is applied to procedures 
with significant device costs, we believe 
that the definition of ‘“‘significant’”’ with 
regard to device-intensive procedures 
should match that used under the OPPS 
to determine “‘significant’’ device costs 
for the device credit policy. We 
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proposed changes to § 416.171(b)(2) to 
reflect this proposal. 

We also proposed to update the ASC 
list of covered surgical procedures that 
are eligible for payment according to our 
device-intensive procedure payment 
methodology, consistent with our 
proposed modified definition of device- 
intensive procedures, reflecting the 
proposed APC assignments of 
procedures and APC device offset 
percentages based on the CY 2013 OPPS 
claims and cost report data available for 
the final rule with comment period. 

The ASC covered surgical procedures 
that we proposed to designate as device- 
intensive and that would be subject to 
the device-intensive procedure payment 
methodology for CY 2015 were listed in 
Table 51 of the proposed rule (79 FR 
41021 through 41023). The CPT code, 
the CPT code short descriptor, the 
proposed CY 2015 ASC payment 
indicator (PI), the proposed CY 2015 
OPPS APC assignment, the proposed CY 
2015 OPPS APC device offset 
percentage, and an indication if the full 
credit/partial credit (FB/FC) device 
adjustment policy would apply also 
were listed in Table 51. All of these 
procedures were included in 
Addendum AA to the proposed rule 
(which is available via the Internet on 
the CMS Web site). 

We invited public comment on these 
proposals. 

Comment: Some commenters 
supported the proposal to change the 
device offset threshold from 50 percent 
to 40 percent, citing that the proposal 
allowed for greater flexibility in 
allowing clinical considerations to 
determine site-of-care decisions and 
would likely lead to a migration of 
services from HOPDs to ASCs. However, 
some commenters urged CMS to 
monitor volume and to explore the 
implications of the expansion of this 
policy. Other commenters requested 
that CMS adopt additional changes to 
the device-intensive policy to encourage 
migration of services to ASCs from other 
settings. Some commenters 
recommended that the device offset 
percentage be lowered to 30 percent. 
Some commenters expressed the same 
views as CMS received in prior 
rulemaking—that the ASC device offset 
percentages should be based on a 
percentage of the total unadjusted ASC 
cost for a service rather than a 
percentage of the HOPD, or that the 
device offset be applied to all 
procedures for which CMS can establish 
a device cost regardless of the 
percentage of the total cost that the 
device represents. These commenters 
suggested that these alternatives would 
result in savings to the Medicare 


program. Some commenters also 
expressed the same views as CMS 
received in prior rulemakings—that 
CMS should not adjust the device 
portion of the ASC payment for device- 
intensive procedures by the wage index. 

Response: In the August 2, 2007 final 
rule (72 FR 42503 through 42508), we 
established a modified payment 
methodology for calculating ASC 
payment rates for device-intensive 
procedures under the ASC payment 
system. We defined device-intensive 
procedures as those procedures that are 
assigned to device-dependent APCs 
under the OPPS with device costs of 
greater than 50 percent of the APC cost 
under the OPPS (that is, the device 
offset percentage is greater than 50 
percent). In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41020), we 
proposed to define ASC device- 
intensive procedures as those 
procedures that are assigned to any APC 
with a device offset percentage greater 
than 40 percent based on the standard 
OPPS APC ratesetting methodology. In 
that proposed rule, we stated that we 
believe that lowering the offset 
threshold from greater than 50 percent 
to greater than 40 percent better aligns 
with the OPPS device credit policy 
finalized for CY 2014 (78 FR 75006 
through 75007) that applies to 
procedures with a significant device 
offset amount, which is defined as 
exceeding 40 percent of the APC cost. 
Because the ASC device-intensive 
methodology is applied to procedures 
with significant device costs, we believe 
that the definition of “significant” with 
regard to device-intensive procedures 
should match that used under the OPPS 
to determine ‘‘significant”’ device costs 
for the device credit policy. We do not 
believe that it should be lowered to 30 
percent, because the intent of the policy 
change is to align significant device cost 
percentage in the OPPS with the device- 
intensive procedures in the ASC 
payment system. 

We do not agree with the commenters 
that the device-intensive methodology 
should be applied to all procedures 
where a device offset could be 
established. Nor do we agree with the 
commenters who suggested using a 
threshold to determine device-intensive 
procedures that is based on the ASC 
payment rate instead of the OPPS 
payment rate. Under 42 CFR 416.167 
and 416.171, most ASC payment rates 
are based on the OPPS relative payment 
weights, and our ASC policy is to be 
consistent with the OPPS. “Device 
intensive”’ identifies those procedures 
assigned to APCs with significant device 
costs and applies to services that are 
performed both in the HOPD and ASC. 


Procedures are not device intensive in 
one setting and not in another—they 
either have significant associated device 
costs or they do not, based on the 
purpose of the surgical procedure. 
Accordingly, we believe that the device- 
intensive methodology for ASCs should 
align with the device-intensive policies 
for OPPS. 

We also continue to believe it would 
not be appropriate to vary the portion of 
the national payment that is wage- 
adjusted for different services, such as 
applying the wage index only to the 
service portion of the ASC payment for 
device-intensive procedures, as the 
commenters requested. As indicated 
above, our ASC policy is to be 
consistent with the OPPS because ASC 
payment rates are based on the OPPS 
relative payment weights. Therefore, we 
apply the ASC geographic wage 
adjustment to the entire ASC payment 
rate for device-intensive procedures. We 
also refer readers to our responses to 
similar comments in the CY 2009, CY 
2010, CY 2011, CY 2012, CY 2013, and 
CY 2014 OPPS/ASC final rules with 
comment period (73 FR 68735; 74 FR 
60608 through 60609; 75 FR 72039; 76 
FR 74409; 77 FR 68449; and 78 FR 
75076, respectively). We respond to the 
commenters’ request to monitor volume 
and to explore the implications of this 
policy in the next response. 

Comment: Some commenters 
supported the lowering of the device 
offset percentage to 40 percent, but 
stated that this policy, if finalized, 
would make device-intensive 
procedures more attractive to ASCs. 
Commenters suggested that CMS 
monitor its data to determine whether 
the policy results in significant 
increases in volume of these services 
and that CMS explore the implications 
of further expanding the list of device- 
intensive procedures. 

Response: We will continue to 
monitor our data to ensure that our 
payment policies do not have the 
unintended consequence of 
inappropriately encouraging shifts in 
site of service. 

Comment: One commenter expressed 
appreciation that CMS designated 
HCPCS code 0334T (Sacroiliac joint 
stabilization for arthrodesis, 
percutaneous or minimally invasive 
(indirect visualization), includes 
obtaining and applying autograft or 
allograft (structural or morselized), 
when performed, includes image 
guidance when performed (eg, CT or 
fluoroscopic)) as device-intensive, but 
expressed concern that the device offset 
percentage was too low, thereby 
resulting in an undervalued ASC 
payment. The commenter stated that 
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Medicare patients otherwise eligible for 
this treatment in the ASC would be 
denied access due to the low ASC 
payment. The commenter suggested that 
CMS consider HCPCS-specific device 
offsets rather than at the APC level. 
Alternatively, the commenter suggested 
that CMS add “device offset similarity” 
(that is, identifying and grouping 
procedure codes based on the similarity 
of their respective device offsets) as an 
additional criterion (in addition to 
clinical and cost similarity) in APC 
assignment. Another commenter stated 
that ASC payment for transprostatic 
implant procedures (as described by 
HCPCS codes C9739 and C9740) was too 
low because these procedures were not 
designated as device-intensive in the 
ASC setting, and it is unlikely that any 
transprostatic implant procedures 
would be conducted in the ASC setting 
for a Medicare patient. 

Response: In the August 2, 2007 ASC 
final rule (72 FR 42504), we finalized 
our policy to apply the OPPS device 
offset percentage to the OPPS national 
unadjusted payment to acquire the 
device cost included in the OPPS 
payment rate for a device-intensive ASC 
covered surgical procedure, which we 
then set as equal to the device portion 
of the national unadjusted ASC payment 
rate for the procedure. The device offset 
percentage represents a weighted 
average for all of the procedures 
assigned to the APC. It is not 
uncommon that, within an APC, there 
will be a range of device costs 
associated with the various procedures 
assigned to the APC. The device offset 
for the APC represents a weighted 
average for all of the procedures 
assigned to the APC, and the device 
offset percentage is our best estimate of 
the amount of device cost included in 
an APC payment under the OPPS. 

We did not propose calculating offsets 
at the HCPCS level or introducing a new 
criterion for APC code assignments. 
These would be significant changes to 
our longstanding policy of calculating 
offsets at the APC level, discussed 
above, and we believe our current 
policy allows for appropriate payment. 
Moreover, under 42 CFR 416.167 and 
416.171, ASC covered surgical 
procedures are classified using OPPS 
APC groups described in 42 CFR 419.31. 
Under our policy, we cannot assign a 
CPT code to a different APC for the ASC 
setting. 

‘5 that APC 0425 is an 
appropriate APC assignment for CPT 
code 0334T based on clinical and 
resource similarity to other procedures 
assigned to APC 0425 and have 
calculated the device offset for this 
procedure according to our longstanding 


policy discussed above. We believe that 
payment for this code is appropriate. 

With respect to the comment about 
ASC payment for transprostatic implant 
procedures being too low because the 
procedures do not currently qualify for 
a device-intensive offset adjustment, as 
addressed in section III.C.3.e. of this 
final rule with comment period, for CY 
2015, we are maintaining our APC 
assignments for HCPCS codes C9739 
and C9740 to APCs 0162 and 1564, 
respectively. As discussed in section 
IlI.C.3.e. of this final rule with comment 
period, the APC assignments for HCPCS 
codes C9739 and C9740 are initial APC 
assignments until we obtain claims data 
for these two codes for the CY 2016 
OPPS update. We will reevaluate 
whether these codes qualify for a 
device-intensive adjustment based on 
their APC assignments for CY 2016 in 
next year’s rulemaking cycle. 

As indicated in section IL.A.2.e. of this 
final rule with comment period, after 
consideration of the public comments 
we received regarding the proposed 
OPPS comprehensive APC policy, we 
are finalizing our proposal to implement 
the comprehensive APC policy for CY 
2015, with some minor modifications. 
With respect to modifications to the 
comprehensive APC policy that affect 
the ASC payment policy, we note that 
the finalized comprehensive APC policy 
includes all device-dependent APCs, 
except for APCs 0427, 0622, and 0652, 
which will become standard APCs 
because we are discontinuing the 
device-dependent APC policy. This 
modification does not affect any of our 
proposals with respect to the finalized 
comprehensive APCs or the definition 
of device-intensive. 

Given the final OPPS comprehensive 
APC policy and after consideration of 
the public comments we received, we 
are finalizing our proposal that all 
separately paid covered ancillary 
services that are provided integral to 
covered surgical procedures that would 
map to comprehensive APCs will 
continue to be separately paid under the 
ASC payment system instead of being 
packaged into the payment for the 
comprehensive APC as under the OPPS. 
Further, the ASC payment rates for 
these comprehensive APCs will be 
based on the CY 2015 OPPS relative 
payments weights that have been 
calculated using the standard APC 
ratesetting methodology for the primary 
service (instead of the relative payment 
weights that are based on the 
comprehensive bundled service) and 
use the standard OPPS APC ratesetting 
methodology instead of the 
comprehensive methodology to 
calculate the device offset percentage for 


comprehensive APCs for purposes of 
identifying device-intensive procedures 
and to calculate payment rates for 
device-intensive procedures assigned to 
comprehensive APCs. We also will 
define ASC device-intensive procedures 
as those procedures that are assigned to 
any APC with a device offset percentage 
greater than 40 percent based on the 
standard OPPS APC ratesetting 
methodology and codify this policy in 
the regulations at 42 CFR 416.171(b)(2). 
Finally, we will update the ASC list of 
covered surgical procedures that are 
eligible for payment according to our 
device-intensive procedure payment 
methodology, consistent with our final 
modified definition of device-intensive 
procedures, reflecting the final APC 
assignments of procedures and APC 
device offset percentages based on the 
CY 2013 OPPS claims and cost report 
data available for this final rule with 
comment period. 

We are designating the ASC covered 
surgical procedures displayed in Table 
48 below as device-intensive and 
subject to the device-intensive 
procedure payment methodology for CY 
2015. The CPT code, the CPT code short 
descriptor, the final CY 2015 ASC 
payment indicator (PI), the final CY 
2014 OPPS APC assignment, the final 
CY 2015 OPPS APC device offset 
percentage, and an indication if the full 
credit/partial credit (FB/FC) device 
adjustment policy will apply, also are 
listed in Table 48 below. All of these 
procedures are included in Addendum 
AA to this final rule with comment 
period (which is available via the 
Internet on the CMS Web site). 


d. Adjustment to ASC Payments for No 
Cost/Full Credit and Partial Credit 


Devices 


Our ASC policy with regard to 
payment for costly devices implanted in 
ASCs at no cost/full credit or partial 
credit as set forth in § 416.179 is 
consistent with the OPPS policy that 
was in effect until CY 2014. The 
established ASC policy reduces 
payment to ASCs when a specified 
device is furnished without cost or with 
full credit or partial credit for the cost 
of the device for those ASC covered 
surgical procedures that are assigned to 
APCs under the OPPS to which this 
policy applies. We refer readers to the 
CY 2009 OPPS/ASC final rule with 
comment period for a full discussion of 
the ASC payment adjustment policy for 
no cost/full credit and partial credit 
devices (73 FR 68742 through 68744). 

As discussed in section IV.B. of the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75005 through 
75006), we finalized our proposal to 
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modify our former policy of reducing 
OPPS payment for specified APCs when 
a hospital furnishes a specified device 
without cost or with a full or partial 
credit. Formerly, under the OPPS, our 
policy was to reduce OPPS payment by 
100 percent of the device offset amount 
when a hospital furnishes a specified 
device without cost or with a full credit 
and by 50 percent of the device offset 
amount when the hospital receives 
partial credit in the amount of 50 
percent or more (but less than 100 
percent) of the cost for the specified 
device. For CY 2014, we finalized our 
proposal to reduce OPPS payment for 
applicable APCs by the full or partial 
credit a provider receives for a replaced 
device, capped at the device offset 
amount. 

Although we finalized our proposal to 
modify the policy of reducing payments 
when a hospital furnishes a specified 
device without cost or with full or 
partial credit under the OPPS, in that 
final rule with comment period (78 FR 
75076 through 75080), we finalized our 
proposal for CY 2014 to maintain our 
ASC policy for reducing payments to 
ASCs for specified device-intensive 
procedures when the ASC furnishes a 
device without cost or with full or 
partial credit. Unlike the OPPS, there is 
currently no mechanism within the ASC 
claims processing system for ASCs to 
submit to CMS the actual amount 
received when furnishing a specified 
device at full or partial credit. 
Therefore, under the ASC payment 
system, we finalized our proposal for 
CY 2014 to continue to reduce ASC 
payments by 100 percent or 50 percent 
of the device offset amount when an 
ASC furnishes a device without cost or 
with full or partial credit, respectively. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41021 through 41023), we 
proposed to update the list of ASC 
covered device-intensive procedures, 
based on the revised device-intensive 
definition proposed above, that would 
be subject to the no cost/full credit and 
partial credit device adjustment policy 
for CY 2015. Table 51 of the proposed 
rule (79 FR 41021 through 41023) 
displays the ASC covered device- 
intensive procedures that we proposed 
would be subject to the no cost/full 
credit or partial credit device 
adjustment policy for CY 2015. 


Specifically, when a procedure that is 
listed in Table 51 is subject to the no 
cost/full credit or partial credit device 
adjustment policy and is performed to 
implant a device that is furnished at no 
cost or with full credit from the 
manufacturer, the ASC would append 
the HCPCS “FB” modifier on the line 
with the procedure to implant the 
device. The contractor would reduce 
payment to the ASC by the device offset 
amount that we estimate represents the 
cost of the device when the necessary 
device is furnished without cost to the 
ASC or with full credit. We continue to 
believe that the reduction of ASC 
payment in these circumstances is 
necessary to pay appropriately for the 
covered surgical procedure being 
furnished by the ASC. 

For partial credit, we proposed to 
reduce the payment for implantation 
procedures listed in Table 51 of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41021 through 41023) that are subject to 
the no cost/full credit or partial credit 
device adjustment policy by one-half of 
the device offset amount that would be 
applied if a device was provided at no 
cost or with full credit, if the credit to 
the ASC is 50 percent or more (but less 
than 100 percent) of the cost of the new 
device. The ASC would append the 
HCPCS ‘‘FC” modifier to the HCPCS 
code for a surgical procedure listed in 
Table 51 that is subject to the no cost/ 
full credit or partial credit device 
adjustment policy, when the facility 
receives a partial credit of 50 percent or 
more (but less than 100 percent) of the 
cost of a device. In order to report that 
they received a partial credit of 50 
percent or more (but less than 100 
percent) of the cost of a new device, 
ASCs would have the option of either: 
(1) Submitting the claim for the device 
replacement procedure to their 
Medicare contractor after the 
procedure’s performance but prior to 
manufacturer acknowledgment of credit 
for the device, and subsequently 
contacting the contractor regarding a 
claim adjustment once the credit 
determination is made; or (2) holding 
the claim for the device implantation 
procedure until a determination is made 
by the manufacturer on the partial credit 
and submitting the claim with the “FC’’ 
modifier appended to the implantation 
procedure HCPCS code if the partial 


credit is 50 percent or more (but less 
than 100 percent) of the cost of the 
replacement device. Beneficiary 
coinsurance would continue to be based 
on the reduced payment amount. 

We currently apply the “FB/FC” 
modifier policy to device-intensive 
procedures that involve devices that 
would be amenable to removal and 
replacement in a device recall or 
warranty situation. We proposed to 
apply the ‘‘FB/FC” modifier policy to all 
device-intensive procedures beginning 
in CY 2015 because, in addition to 
receiving devices at no cost/full credit 
or partial credit due to a device recall 
or warranty situation, ASCs also may 
receive devices at no cost/full credit or 
partial credit due to being part of an 
investigational device trial. In order to 
ensure that our policy covers any 
situation involving a device-intensive 
procedure where an ASC may receive a 
device at no cost/full credit or partial 
credit, we proposed to apply our FB/FC 
policy to all device-intensive 
procedures. 

We invited public comment on these 
proposals. 

We did not receive any comments on 
this proposal. Therefore, we are 
finalizing our proposals without 
modification. Specifically, we will 
apply our FB/FC policy to all device- 
intensive procedures beginning in CY 
2015. The device-intensive procedures 
for CY 2015 are listed in Table 48 
below. For CY 2015, we will reduce the 
payment for the procedures listed in 
Table 48 below by the full device offset 
amount if a device is furnished without 
cost or with full credit. ASCs must 
append the HCPCS modifier “FB” to the 
HCPCS code for a surgical procedure 
listed in Table 48 below when the 
device is furnished without cost or with 
full credit. In addition, for CY 2015, we 
will reduce the payment for the 
procedures listed in Table 48 below by 
one-half of the device offset amount if 
a device is provided with partial credit, 
if the credit to the ASC is 50 percent or 
more (but less than 100 percent) of the 
device cost. The ASC must append the 
HCPCS “FC” modifier to the HCPCS 
code for a surgical procedure listed in 
Table 48 below when the facility 
receives a partial credit of 50 percent or 
more (but less than 100 percent) of the 
cost of a device. 
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TABLE 48—ASC COVERED SURGICAL PROCEDURES DESIGNATED AS DEVICE-INTENSIVE FOR CY 2015, INCLUDING ASC 
COVERED SURGICAL PROCEDURES FOR WHICH THE NO COST/FULL CREDIT OR PARTIAL CREDIT DEVICE ADJUST- 


MENT POLICY WILL APPLY 


HCPCS code 





Neck spine fusion 


LARPS MENDIOIN ciciss scested.cssessecausoresovaccasavassesenssacatacorseates 
PROBA AVIS TIO GUING 5siiossscsnvnsecaccsassesensvonccsvsecaonnessnsadeccrsven 
Treat scapula fracture 
WHORE AMNMBIUIS ACIING  snioccciciceccecessesecsersesecacdessnesensenseensosscess 
TrOAt NUMOTMIS THACHITC .....cc..ccccccccccscsccosscscssssvacccosseveowecanses 
WPCA UMNOIIS HACIINC ono. cacccccce.ccacescteesccsesecsscosscceseescooseses 
WrCal GISIOCAUONHACHINE ....<.00c006ccc0ccccccpesccossscsscosscdessccevesnves 
FREODNSIMICHOIDOW FOIE ooo. ccsccsiscccesesaesnoccscsssvscccessscansiescocese 
FRNIR RD PII ISBN ssccs ots vasass lsc hectacucssaveneeesbacenscnsuecosnerdeines 
Reconstruct head Of rAdiUS .........ccccccccssesseesesceeeeeeeeeceeennssenes 
Reconstruct head of radius 
Revise reconst elbow joint 
Revise reconst elbow joint 
Repair WUMOMIS WH Gall «..<.....:6c::..000;cccsesessccssensesoscnsseseese 
FROIAONCO TUNICS: ocssccseccecccecesceccceccccsessccsvsnesovsccsssesscesvewsacs 
TVOAL TAUNMIONIS HACRING oo oosccccsccceccsccsseccssccssecncsseevercsseseeseoaaees 
TOBE TAUIONUIS WACRIN] oo. ccn oc ncincsescacescscescoscccsssssevescssessecsovoues 
TWO AT AUIS TACIT: oo 5.cccccsccesscencsccesesecossccsassnnconsdesaces sone 
WRC AIBIIS TUN iiss sn cicsssseccevescsacscsccnssceccasecoseesesooenes 
TRE PUAN IN oss istics oocsesdedeesscnccccssveneesabsecscacacnss 
WHCAU PUMOMIS TAGUNG 5o..cis ci cccceinescesvssvevesedcccsdcassocesucennasesecss 
Treat elbow fracture 
Treat elbow fracture 
Treat elbow dislocation 
Treat elbow fracture 
TEN ATR TAM TIAN soso sca ovnscendoa sa caoesaUesussneeauseoraesaseceas 
Reconstruct wrist joint 
Reconstruct wrist joint 
RECONSHUCE WITISETOIN coscc26..dsccccscessecesessesoansnaecsonniecncodiecseness 


Wrist replacement 


Treat fracture radius & ulna 
Treat fracture radius/ulna 
THCAL TH TAG CHATA-OTNGUL 060. cniessrcesnssssrsessesseseccsenscessvaiverssens 
WED AAK HAG WAN ACAINNCY 65s ccssscsscesentsvcdiadvecavcsssteensasoensesesaeass 
Treat fx radial 3+ frag 
PICAHANG IGISIOCAUOND wnc...:s00sccesiescecacnsizsnserscsesseonecansesscen eens 
Arthrodesis sacroiliac joint 
Osteochondral knee allograft 
FREOCOMSMANGIOINDACE ois ciscscovseccccecsssnesedusesanvendsesscesctensansases 
Revise kneecap with implant 
FRO WIGIOM MSMR ADNAE: coon secuscenssssseueeressrnesnaeacsevepeastocbecsonees 
FRE VISISITIOT ATID GOURE o55c5..0scseveiscossesesessscoesacscoswsesesenssoasaseinans 
FROVIGIGINIGI IBC HON: ciscsisssncncc-ccsvecccesossccccvossesnvspaveaccassaeneoass 
REVISIOMIOIAAIOO GON ...o.5..00ssscsteseccsvesacooesesacecavertoetscssceoedens 


Reinforce tibia 


MOANMONHOL MDIAMHACIUTC: ....500005..0.0c00scssseessecceseovsvsvccessarssses 
Treatment Of ANKIO THACHIFE .........:....0.0ccesceccecescresesccsesesasonse 
ATEALAOWET TOGMTACUINC 5 ......5.0scsesiessecsecssesasessaceesessocessseavenees 
DICALAOWEI MOG IMAGINE 05.5 .05.0.0scsesscesacsassessnsessassccecerssiceen sess 


Treat heel fracture 


Fusion of foot bones 
Insert heart pm atrial 
Insert heart pm ventricular 
Insrt heart pm atrial & vent 
[ASCH SIOCHA/PAUIOAUSNG)! ......000000i-coescsesseseccenssocseccssveveveces 
Insert card electrodes dual .............ccecscccceesteseeeceteeeseeeee 
ISOM PMISE GON SAGMIOAG ........00000sccceresecssvenseonsescvecroese careres 
Insert pulse gen dual leads 0.0... ec ccseteeceeeseseeeeeneeeees 
Upgrade of pacemaker system 
Insert 1 electrode pm-defib 
Insert 2 electrode pm-defib 
Insert PUSS Ger AMUIt TEAMS ....5...5..6..c00s.cscsecccacssnesessesevecenesse 


Place breast rad tube/caths 
Enlarge breast with implant 0.0.0.0... eccesecessseeseeenseseseeseees 
Delayed breast prosthesis ...........ccsecesesseeeeecsssseeesssesesaeseees 
Breast reconstruction 
Neck spine fuse&remov bel c2 


Short descriptor 





Final CY 2015 


ASC PI 





J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 








Final CY 2015 
OPPS APC 


0648 
0648 
0648 
0648 
0425 
0425 
0425 
0064 
0064 
0064 
0064 
0064 
0064 
0425 
0425 
0425 
0425 
0425 
0425 
0425 
0425 
0064 
0064 
0064 
0064 
0064 
0064 
0064 
0064 
0064 
0064 
0064 
0425 
0425 
0425 
0425 
0064 
0064 
0064 
0064 
0064 
0064 
0425 
0425 
0425 
0425 
0425 
0425 
0425 
0425 
0425 
0064 
0064 
0064 
0064 
0064 
0425 
0089 
0089 
0089 
0090 
0090 
0090 
0089 
0089 
0090 
0090 
0655 








Final CY 2015 
device offset 
percentage 


0.4408 
0.4408 
0.4408 
0.4408 
0.5565 
0.5565 
0.5565 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.5565 
0.5565 
0.5565 
0.5565 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.5565 
0.4319 
0.4319 
0.4319 
0.4319 
0.4319 
0.5565 
0.6972 
0.6972 
0.6972 
0.6858 
0.6858 
0.6858 
0.6972 
0.6972 
0.6858 
0.6858 
0.7495 















Final FB/FC 
policy will 
apply 











Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
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TABLE 48—ASC COVERED SURGICAL PROCEDURES DESIGNATED AS DEVICE-INTENSIVE FOR CY 2015, INCLUDING ASC 
COVERED SURGICAL PROCEDURES FOR WHICH THE NO COST/FULL CREDIT OR PARTIAL CREDIT DEVICE ADJUST- 


MENT POLICY WILL APPLY—Continued 


HCPCS code 















Short descriptor 


Insert pacing lead & connect 
Remove&replace pm gen singl 
Remv&replc pm gen dual lead 
Remv&replc pm gen mult leads 
Insrt pulse gen w/dual leads 
Insrt pulse gen w/mult leads 
Removal of pm generator 
Insrt pulse gen w/singl lead 
Nsert pace-defib w/lead 
Remv&replc cvd gen sing lead 
Remv&replic cvd gen dual lead 
Remv&replic cvd gen mult lead 
Ins/rep subq defibrillator 
Insj subq impltbl dfb elctrd 

Implant pat-active ht record 
lliac revasc w/stent 
Fem/popl revas w/ather 

Fem/popl revasc w/stent 
Fem/popl revasc stnt & ather 
Tib/per revasc w/tla 
Tib/per revasc w/ather 
Tib/per revasc w/stent 
Tib/per revasc stent & ather 
Open/perq place stent 1st 
Open/perg place stent same 
Male sling procedure 
Insert tandem cuff 
Insert uro/ves nck sphincter 

Remove/replace ur sphincter 
Insert semi-rigid prosthesis 
Insert self-contd prosthesis 
Insert multi-comp penis pros 

Remove/replace penis prosth 
Remv/rep! penis contain pros 
Cryoablate prostate 
Insrt/redo neurostim 1 array 
Implant neurostim arrays 
Revise/remove neuroreceiver 
Implant spine infusion pump 

Implant spine infusion pump 

Implant neuroelectrodes 
Implant neuroelectrodes 
Revise spine eltrd perq aray 
Revise spine eltrd plate 
Insrt/redo spine n generator 
Implant neuroelectrodes 
Implant neuroelectrodes 
Implant neuroelectrodes 
Implant neuroelectrodes 
Inc for vagus n elect impl 
Revise/repl vagus n eltrd 
Implant neuroelectrodes 

Implant neuroelectrodes 

Implant neuroelectrodes 

Insrt/redo pn/gastr stimul 
Revise cornea with implant 
Implant temple bone w/stimul 
Temple bne impint w/stimulat 
Revise temple bone implant 
Implant cochlear device 
Trluml! perip athre iliac art 
Periph field stimul trial 
Periph field stimul perm 
Icar ischm mntrng sys compl 
Icar ischm mntrng sys eltrd 
Icar ischm mntrng sys device 
Insj ocular telescope prosth 





Replc vagus nerve pls gen 


Final CY 2015 
ASC PI 


J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 
J8 





Final CY 2015 
OPPS APC 


0090 
0089 
0655 
0107 
0108 
0090 
0107 
0108 
0107 
0107 
0108 
0108 
0090 
0090 
0229 
0229 
0229 
0319 
0229 
0319 
0319 
0319 
0229 
0229 
0385 
0385 
0386 
0386 
0385 
0386 
0386 
0386 
0386 
0385 
0039 
0318 
0061 
0227 
0227 
0061 
0039 
0061 
0061 
0318 
0061 
0061 
0061 
0061 
0318 
0061 
0061 
0039 
0061 
0039 
0293 
0425 
0425 
0425 
0259 
0319 
0061 
0318 
0089 
0090 
0090 
0351 
0039 





Final CY 2015 
device offset 
percentage 





0.7495 
0.7851 
0.8114 
0.6858 
0.7851 
0.8114 
0.7851 
0.7851 
0.8114 
0.8114 
0.6858 
0.6858 
0.5036 
0.5036 
0.5036 
0.5911 
0.5036 
0.5911 
0.5911 
0.5911 
0.5036 
0.5036 
0.5902 
0.5902 
0.6988 
0.6988 
0.5902 
0.6988 
0.6988 
0.6988 
0.6988 
0.5902 
0.8616 
0.8688 
0.5625 
0.8062 
0.8062 
0.5625 
0.8616 
0.5625 
0.5625 
0.8688 
0.5625 
0.5625 
0.5625 
0.5625 
0.8688 
0.5625 
0.5625 
0.8616 
0.5625 
0.8616 
0.6611 
0.5565 
0.5565 
0.5565 
0.8283 
0.5911 
0.5625 
0.8688 
0.6972 
0.6858 
0.6858 
0.9066 
0.8616 








Final FB/FC 









policy will 


apply 









Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
Yes. 
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TABLE 48—ASC COVERED SURGICAL PROCEDURES DESIGNATED AS DEVICE-INTENSIVE FOR CY 2015, INCLUDING ASC 
COVERED SURGICAL PROCEDURES FOR WHICH THE NO COST/FULL CREDIT OR PARTIAL CREDIT DEVICE ADJUST- 
MENT POLICY WILL APPLY—Continued 








HCPCS code 


Leadless c pm ins/rpl ventr 


e. ASC Treatment of Surgical 
Procedures Removed From the OPPS 
Inpatient List for CY 2015 


As we discussed in the CY 2009 
OPPS/ASC final rule with comment 
period (73 FR 68724), we adopted a 
policy to include in our annual 
evaluation of the ASC list of covered 
surgical procedures, a review of the 
procedures that are being proposed for 
removal from the OPPS inpatient list for 
possible inclusion on the ASC list of 
covered surgical procedures. In the CY 
2015 OPPS/ASC proposed rule (79 FR 
41023), we stated there are no 
procedures proposed for removal from 
the OPPS inpatient list for CY 2015, so 
we did not propose any procedures for 
possible inclusion on the ASC list of 
covered surgical procedures. 

Comment: Some commenters 
recommended that, if a surgical 
procedure was removed from the 
inpatient list, it be made eligible for 
payment in the ASC setting. 

Response: As discussed in the CY 
2009 OPPS/ASC final rule with 
comment period (73 FR 68724), we 
adopted a policy to include in our 
annual evaluation of the ASC list of 
covered surgical procedures a review of 
the procedures that are being proposed 
for removal from the OPPS inpatient- 
only list for possible inclusion on the 
ASC list of covered surgical procedures. 
We review these procedures and 
include them on the ASC list of covered 
surgical procedures only if the surgical 
procedure would not be expected to 
pose a significant risk to beneficiary 
safety when performed in an ASC, and 
would not be expected to require active 
medical monitoring and care of the 
beneficiary at midnight following the 
procedure. 

Although there were no procedures 
proposed for removal from the OPPS 
inpatient list for CY 2015, we are 
removing CPT code 63043 (Laminotomy 
(hemilaminectomy), with 
decompression of nerve root(s), 
including partial facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disc, 
reexploration, single interspace; each 
additional cervical interspace) and CPT 
code 63044 (Laminotomy 


Short descriptor 







(hemilaminectomy), with 
decompression of nerve root(s), 
including partial facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disc, 
reexploration, single interspace; each 
additional lumbar interspace) from the 
inpatient-only list in response to a 
public comment. We refer readers to 
section IX.B. of this final rule with 
comment period for our discussion of 
the CY 2015 inpatient-only list. As 
discussed previously, because these 
procedures were removed from the 
OPPS inpatient-only list, we review 
them to determine whether they should 
be included on the list of ASC covered 
surgical procedures. We believe that the 
procedure described by CPT code 63044 
would not be expected to pose a 
significant risk to beneficiary safety 
when performed in an ASC, and would 
not be expected to require active 
medical monitoring and care of the 
beneficiary at midnight following the 
procedure. Therefore, we are including 
the procedure described by CPT code 
63044 on the list of ASC covered 
surgical procedures and list the 
procedure code, descriptor, and 
payment indicator for this new covered 
surgical procedure in Table 45 of 
section XII.C.1.a. of this final rule with 
comment period. However, we do not 
believe that the procedure described by 
CPT code 63043 should be added to the 
ASC list because we believe that the 
beneficiary would generally require 
active medical monitoring and care at 
midnight following the procedure, so 
we are not adding it to the list of ASC 
covered surgical procedures. 


2. Covered Ancillary Services 


Consistent with the established ASC 
payment system policy, we proposed to 
update the ASC list of covered ancillary 
services to reflect the proposed payment 
status for the services under the CY 
2015 OPPS. Maintaining consistency 
with the OPPS may result in proposed 
changes to ASC payment indicators for 
some covered ancillary services because 
of changes that are being proposed 
under the OPPS for CY 2015. For 
example, a covered ancillary service 
that was separately paid under the 
revised ASC payment system in CY 


Final CY 2015 | Final CY 2015 







Final FB/FC 
policy will 
apply 


Final CY 2015 
device offset 
percentage 





OPPS APC 





2014 may be proposed for packaged 
status under the CY 2015 OPPS and, 
therefore, also under the ASC payment 
system for CY 2015. 

To maintain consistency with the 
OPPS, we proposed that these services 
also would be packaged under the ASC 
payment system for CY 2015. Comment 
indicator ‘“‘CH,”’ discussed in section 
XIL.F. of the CY 2015 OPPS/ASC 
proposed rule (79 FR 41028), is used in 
Addendum BB to the proposed rule 
(which is available via the Internet on 
the CMS Web site) to indicate covered 
ancillary services for which we 
proposed a change in the ASC payment 
indicator to reflect a proposed change in 
the OPPS treatment of the service for CY 
2015. 

Except for the Level II HCPCS codes 
and Level III CPT codes listed in Table 
46 and Table 47 of the proposed rule (79 
FR 41016 through 41017), all ASC 
covered ancillary services and their 
proposed payment indicators for CY 
2015 were included in Addendum BB to 
the proposed rule (which is available 
via the Internet on the CMS Web site). 

We invited public comment on this 
proposal. 

Comment: Commenters were 
concerned that, because ASC payment 
rates are already substantially lower 
than HOPD rates, packaging these 
ancillary services codes would not 
provide adequate payment for all of the 
procedures being performed, and would 
result in cases shifting from the ASC to 
the more expensive HOPD setting. The 
commenters noted that this was 
particularly problematic because there 
are 244 ancillary and surgical codes that 
are separately payable as procedures in 
CY 2014 under the OPPS but are 
proposed to be packaged and no longer 
separately payable in CY 2015 under the 
OPPS. The commenters noted that 
Medicare currently pay ASCs 
approximately 55 percent of the hospital 
rate for the same service and expressed 
concern that packaging the payment for 
the secondary services will lower the 
ASC payment even further and 
discourage the movement of volume to 
ASCs. Commenters recommended that 
CMS work to ensure that any packaging 
policies are not structured to 





66930 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 








disproportionately impact the already 
lower cost provider. 

Response: We discuss the OPPS 
ancillary services packaging policy for 
CY 2015 in section II.A.3.c.(1) of this 
final rule with comment period. Of the 
21 APCs proposed for conditional 
packaging under this policy, 17 of the 
21 contain services that are not ASC 
services. Therefore, for the most part, 
this packaging policy does not apply to 
the ASC. The four remaining APCs 
contain primarily minor imaging 
services, such as a chest X-ray. Most of 
these diagnostic tests are not typically 
performed in the ASC; instead, they are 
performed pre-operatively before the 
patient has surgery at the ASC. 
Therefore, we do not believe that ASCs 
will be adversely impacted by the OPPS 
ancillary services packaging policy in 
CY 2015. In addition, to the extent that 
any of the packaged covered ancillary 
services are performed with covered 
surgical procedures, the relative weights 
of the surgical procedures will reflect 
the additional cost of the packaged 
ancillary service. We typically consider 
the potential effect of OPPS payment 
policy changes, including new 
packaging policies, on ASC payments, 
and we will continue to do so in the 
future. 

After consideration of the public 
comments we received, we are 
finalizing, without modification, our 
proposal to update the ASC list of 
covered ancillary services to reflect the 
payment status for the services under 
the OPPS. All CY 2015 ASC covered 
ancillary services and their final 
payment indicators are included in 
Addendum BB to this final rule with 
comment period (which is available via 
the Internet on the CMS Web site). 


D. ASC Payment for Covered Surgical 
Procedures and Covered Ancillary 
Services 


1. ASC Payment for Covered Surgical 
Procedures 


a. Background 


Our ASC payment policies for 
covered surgical procedures under the 
revised ASC payment system are fully 
described in the CY 2008 OPPS/ASC 
final rule with comment period (72 FR 
66828 through 66831). Under our 
established policy for the revised ASC 
payment system, the ASC standard 
ratesetting methodology of multiplying 
the ASC relative payment weight for the 
procedure by the ASC conversion factor 
for that same year is used to calculate 
the national unadjusted payment rates 
for procedures with payment indicators 
“G2” and ‘“‘A2.’’ Payment indicator 
‘“‘A2” was developed to identify 


procedures that were included on the 
list of ASC covered surgical procedures 
in CY 2007 and, therefore, were subject 
to transitional payment prior to CY 
2011. Although the 4-year transitional 
period has ended and payment indicator 
““A2” is no longer required to identify 
surgical procedures subject to 
transitional payment, we retained 
payment indicator “A2” because it is 
used to identify procedures that are 
exempted from application of the office- 
based designation. 

The rate calculation established for 
device-intensive procedures (payment 
indicator ‘‘J8”’) is structured so that the 
packaged device payment amount is the 
same as under the OPPS, and only the 
service portion of the rate is subject to 
the ASC standard ratesetting 
methodology. In the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75064 through 75090), we updated 
the CY 2013 ASC payment rates for ASC 
covered surgical procedures with 
payment indicators of “A2,” “G2,” and 
“J8” using CY 2012 data, consistent 
with the CY 2014 OPPS update. We also 
updated payment rates for device- 
intensive procedures to incorporate the 
CY 2014 OPPS device offset 
percentages. 

Payment rates for office-based 
procedures (payment indicators ‘“P2,” 
“P3,” and ‘‘R2”’) are the lower of the 
MPFS nonfacility PE RVU-based 
amount (we refer readers to the CY 2015 
MPFS proposed rule) or the amount 
calculated using the ASC standard 
ratesetting methodology for the 
procedure. In the CY 2014 OPPS/ASC 
final rule with comment period, we 
updated the payment amounts for 
office-based procedures (payment 
indicators “‘P2,” “P3,”’ and “‘R2”) using 
the most recent available MPFS and 
OPPS data. We compared the estimated 
CY 2014 rate for each of the office-based 
procedures, calculated according to the 
ASC standard ratesetting methodology, 
to the MPFS nonfacility PE RVU-based 
amount to determine which was lower 
and, therefore, would be the CY 2014 
payment rate for the procedure 
according to the final policy of the 
revised ASC payment system 
(§ 416.171(d)). 


b. Update to ASC Covered Surgical 
Procedure Payment Rates for CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41024), we proposed to 
update ASC payment rates for CY 2015 
using the established rate calculation 
methodologies under § 416.171 and 
using our proposed modified definition 
of device-intensive procedures, as 
discussed above. Because the proposed 
OPPS relative payment weights were 


based on geometric mean costs for CY 
2015, the ASC system used geometric 
means to determine proposed relative 
payment weights under the ASC 
standard methodology. We proposed to 
continue to use the amount calculated 
under the ASC standard ratesetting 
methodology for procedures assigned 
payment indicators “A2” and “G2.” 

We proposed that payment rates for 
office-based procedures (payment 
indicators “‘P2,” ““P3,”’ and “R2’’) and 
device-intensive procedures (payment 
indicator ‘‘J8’’) be calculated according 
to our established policies and, for 
device-intensive procedures, using our 
proposed modified definition of device- 
intensive procedures, as discussed 
above. Therefore, we proposed to 
update the payment amount for the 
service portion of the device-intensive 
procedures using the ASC standard 
ratesetting methodology and the 
payment amount for the device portion 
based on the proposed CY 2015 OPPS 
device offset percentages that have been 
calculated using the standard OPPS 
APC ratesetting methodology. Payment 
for office-based procedures is at the 
lesser of the proposed CY 2015 MPFS 
nonfacility PE RVU-based amount or the 
proposed CY 2015 ASC payment 
amount calculated according to the ASC 
standard ratesetting methodology. 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75081), we 
finalized our proposal to calculate the 
CY 2014 payment rates for ASC covered 
surgical procedures according to our 
established methodologies, with the 
exception of device removal procedures. 
For CY 2014, we finalized a policy to 
conditionally package device removal 
codes under the OPPS. Under the OPPS, 
a conditionally packaged code (status 
indicators “Q1” and ‘“‘Q2”’) describes a 
HCPCS code where the payment is 
packaged when it is provided with a 
significant procedure but is separately 
paid when the service appears on the 
claim without a significant procedure. 
Because ASC services always include a 
covered surgical procedure, HCPCS 
codes that are conditionally packaged 
under the OPPS are always packaged 
(payment indicator ‘“‘N1’’) under the 
ASC payment system. Therefore, no 
Medicare payment would be made 
when a device removal procedure is 
performed in an ASC without another 
surgical procedure included on the 
claim; therefore, no Medicare payment 
would be made if a device was removed 
but not replaced. To address this 
concern, for the device removal 
procedures that are conditionally 
packaged in the OPPS (status indicator 
“Q2”’), we assigned the current ASC 
payment indicators associated with 
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these procedures and continued to 
provide separate payment in CY 2014. 
For CY 2015, we proposed to continue 
this policy for the device removal 
procedures for these same reasons. 

We invited public comment on these 
proposals. We did not receive any 
public comments on these proposals. 
Therefore, we are finalizing our 
proposed policies without modification 
to calculate the CY 2015 payment rates 
for ASC covered surgical procedures 
according to our established 
methodologies using the modified 
definition of device-intensive 
procedures. For those covered surgical 
procedures where the payment rate is 
the lower of the final rates under the 
ASC standard ratesetting methodology 
and the MPFS final rates, the final 
payment indicators and rates set forth in 
this rule are based on a comparison 
using the MPFS rates effective January 
1, 2015. These payment rates and 
indicators do not include the effect of 
the negative update to the MPFS 
payment rates effective April 1, 2015 
under current law. Updates to these 
rates and payment indicators effective 
April 1, 2015 will be included in the 
April 2015 quarterly ASC addenda 
posted on the CMS Web site. For a 
discussion of the MPFS rates, we refer 
readers to the CY 2015 MPFS final rule 
with comment period. 


c. Waiver of Coinsurance and 
Deductible for Certain Preventive 
Services 


Section 1833(a)(1) and section 
1833(b)(1) of the Act waive the 
coinsurance and the Part B deductible 
for those preventive services under 
section 1861(ddd)(3)(A) of the Act as 
described in section 1861(ww)(2) of the 
Act (excluding electrocardiograms) that 
are recommended by the United States 
Preventive Services Task Force 
(USPSTF) with a grade of A or B for any 
indication or population and that are 
appropriate for the individual. Section 
1833(b) of the Act also waives the Part 
B deductible for colorectal cancer 
screening tests that become diagnostic. 
In the CY 2011 OPPS/ASC final rule 
with comment period, we finalized our 
policies with respect to these provisions 
and identified categories of services and 
the ASC covered surgical procedures 
and covered ancillary services that are 
preventive services that are 
recommended by the USPSTF with a 
grade of A or B for which the 
coinsurance and the deductible are 
waived. For a complete discussion of 
our policies and categories of services, 
we refer readers to the CY 2011 OPPS/ 
ASC final rule with comment period (75 
FR 72047 through 72049). We did not 


propose any changes to our policies or 
the categories of services for CY 2015. 
We identify the specific services with a 
double asterisk in Addenda AA and BB 
to this final rule with comment period 
(which are available via the Internet on 
the CMS Web site). 


d. Payment for Cardiac 
Resynchronization Therapy Services 


Cardiac resynchronization therapy 
(CRT) uses electronic devices to 
sequentially pace both sides of the heart 
to improve its output. CRT utilizes a 
pacing electrode implanted in 
combination with either a pacemaker or 
an implantable cardioverter defibrillator 
(ICD). CRT performed by the 
implantation of an ICD along with a 
pacing electrode is referred to as “CRT- 
D.” In the CY 2012 OPPS/ASC final rule 
with comment period, we finalized our 
proposal to establish the CY 2012 ASC 
payment rate for CRT-D services based 
on the OPPS payment rate applicable to 
APC 0108 when procedures described 
by CPT codes 33225 (Insertion of pacing 
electrode, cardiac venous system, for 
left ventricular pacing, at time of 
insertion of pacing cardioverter- 
defibrillator or pacemaker pulse 
generator (eg., for upgrade to dual 
chamber system) (list separately in 
addition to code for primary procedure)) 
and 33249 (Insertion or replacement of 
permanent pacing cardioverter- 
defibrillator system with transvenous 
lead(s), single or dual chamber) are 
performed on the same date of service 
in an ASC. ASCs use the corresponding 
HCPCS Level II G-code (G0448) for 
proper reporting when the procedures 
described by CPT codes 33225 and 
33249 are performed on the same date 
of service. When not performed on the 
same day as the service described by 
CPT code 33225, ASC payment for the 
service described by CPT code 33249 is 
based on APC 0108 using the device- 
intensive methodology. When not 
performed on the same day as the 
service described by CPT code 33249, 
ASC payment for the service described 
by CPT code 33225 is based on APC 
0655 using the device-intensive 
methodology. For a complete discussion 
of our policy regarding payment for 
CRT-D services in ASCs, we refer 
readers to the CY 2012 OPPS/ASC final 
rule with comment period (76 FR 74427 
through 74428). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41025), for CY 2015, we 
proposed that CPT code 33249, the 
primary code for CRT-D services, 
continue to be assigned to APC 0108, 
and that payment for CPT code 33225 be 
packaged under the OPPS. 
Consequently, we also proposed that 


CPT code 33249 would continue to be 
assigned to APC 0108 and payment for 
CPT code 33225 would be packaged into 
the payment for the primary covered 
surgical procedure (for example, CPT 
code 33249) under the ASC payment 
system for CY 2015. Because we 
proposed to package CPT code 33225 
packaged under the ASC payment 
system and, therefore, it would not 
receive separate payment, it would no 
longer be necessary that ASCs use the 
HCPCS Level II G-code (G0448) for 
proper reporting when the procedures 
described by CPT codes 33225 and 
33249 are performed on the same date 
of service. 

We invited public comment on these 
proposals. 

We did not receive any public 
comments on these proposals. Further, 
we are finalizing our proposals under 
the OPPS that CPT code 33249, the 
primary code for CRT-D services, 
continue to be assigned to APC 0108, 
and that payment for CPT code 33225 be 
packaged under the OPPS. Therefore, 
we are finalizing our proposals under 
the ASC payment system without 
modification. Specifically, CPT code 
33249, the primary code for CRT—D 
services, will continue to be assigned to 
APC 0108, and payment for CPT code 
33225 will be packaged into the 
payment for the primary covered 
surgical procedure (for example, CPT 
code 33249). 


e, Payment for Low Dose Rate (LDR) 
Prostate Brachytherapy Composite 


LDR prostate brachytherapy is a 
treatment for prostate cancer in which 
hollow needles or catheters are inserted 
into the prostate, followed by 
permanent implantation of radioactive 
sources into the prostate through the 
needles/catheters. At least two CPT 
codes are used to report the treatment 
service because there are separate codes 
that describe placement of the needles/ 
catheters and the application of the 
brachytherapy sources: CPT code 55875 
(Transperineal placement of needles or 
catheters into prostate for interstitial 
radioelement application, with or 
without cystoscopy); and CPT code 
77778 (Interstitial radiation source 
application; complex). Generally, the 
component services represented by both 
codes are provided in the same 
operative session on the same date of 
service to the Medicare beneficiary 
being treated with LDR brachytherapy 
for prostate cancer. 

In the CY 2013 OPPS/ASC final rule 
with comment period, we finalized our 
proposal to establish the CY 2013 ASC 
payment rate for LDR prostate 
brachytherapy services based on the 
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OPPS relative payment weight 
applicable to APC 8001 when CPT 
codes 55875 and 77778 are performed 
on the same date of service in an ASC. 
ASCs use the corresponding HCPCS 
Level II G-code (G0458) for proper 
reporting when the procedures 
described by CPT codes 55875 and 
77778 are performed on the same date 
of service, and therefore receive the 
appropriate LDR prostate brachytherapy 
composite payment. When not 
performed on the same day as the 
service described by CPT code 55875, 
the service described by CPT code 
77778 will be assigned to APC 0651. 
When not performed on the same day as 
the service described by CPT code 
77778, the service described by CPT 
code 55875 will be assigned to APC 
0162. For a complete discussion of our 
policy regarding payment for LDR 
prostate brachytherapy services in 
ASCs, we refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68457). In the CY 2015 
OPPS/ASC proposed rule (79 FR 41025), 
we did not propose any changes to our 
current policy regarding ASC payment 
for LDR prostate brachytherapy services 
for CY 2015. 


2. Payment for Covered Ancillary 
Services 


a. Background 


Our final payment policies under the 
revised ASC payment system for 
covered ancillary services vary 
according to the particular type of 
service and its payment policy under 
the OPPS. Our overall policy provides 
separate ASC payment for certain 
ancillary items and services integrally 
related to the provision of ASC covered 
surgical procedures that are paid 
separately under the OPPS and provides 
packaged ASC payment for other 
ancillary items and services that are 
packaged or conditionally packaged 
(status indicators ‘‘N,” “Q1,” and “Q2”’) 
under the OPPS. In the CY 2013 OPPS/ 
ASC rulemaking (77 FR 45169; 77 FR 
68457 through 68458), we further 
clarified our policy regarding the 
payment indicator assignment of codes 
that are conditionally packaged in the 
OPPS (status indicators ‘‘Q1”’ and 
““Q2’’). Under the OPPS, a conditionally 
packaged code describes a HCPCS code 
where the payment is packaged when it 
is provided with a significant procedure 
but is separately paid when the service 
appears on the claim without a 
significant procedure. Because ASC 
services always include a surgical 
procedure, HCPCS codes that are 
conditionally packaged under the OPPS 
are always packaged (payment indictor 


‘“‘N1”’) under the ASC payment system. 
Thus, our final policy generally aligns 
ASC payment bundles with those under 
the OPPS (72 FR 42495). In all cases, in 
order for those ancillary services also to 
be paid, ancillary items and services 
must be provided integral to the 
performance of ASC covered surgical 
procedures for which the ASC bills 
Medicare. 

Our ASC payment policies provide 
separate payment for drugs and 
biologicals that are separately paid 
under the OPPS at the OPPS rates. We 
generally pay for separately payable 
radiology services at the lower of the 
MPFS nonfacility PE RVU-based (or 
technical component) amount or the 
rate calculated according to the ASC 
standard ratesetting methodology (72 FR 
42497). However, as finalized in the CY 
2011 OPPS/ASC final rule with 
comment period (75 FR 72050), 
payment indicators for all nuclear 
medicine procedures (defined as CPT 
codes in the range of 78000 through 
78999) that are designated as radiology 
services that are paid separately when 
provided integral to a surgical 
procedure on the ASC list are set to 
“Z2” so that payment is made based on 
the ASC standard ratesetting 
methodology rather than the MPFS 
nonfacility PE RVU amount, regardless 
of which is lower. This modification to 
the ASC payment methodology for 
ancillary services was finalized in 
response to a comment on the CY 2011 
OPPS/ASC proposed rule that suggested 
it is inappropriate to use the MPFS- 
based payment methodology for nuclear 
medicine procedures because the 
associated diagnostic 
radiopharmaceutical, although packaged 
under the ASC payment system, is 
separately paid under the MPFS (42 
CFR 416.171(d)(1)). We set the payment 
indicator to “Z2” for these nuclear 
medicine procedures in the ASC setting 
so that payment for these procedures 
would be based on the OPPS relative 
payment weight rather than the MPFS 
nonfacility PE RVU-based amount to 
ensure that the ASC will be 
compensated for the cost associated 
with the diagnostic 
radiopharmaceuticals. 

In addition, because the same issue 
exists for radiology procedures that use 
contrast agents (the contrast agent is 
packaged under the ASC payment 
system but is separately paid under the 
MPFS), we finalized in the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74429 through 74430) to 
set the payment indicator to “Z2” for 
radiology services that use contrast 
agents so that payment for these 
procedures will be based on the OPPS 


relative payment weight and, therefore, 
will include the cost for the contrast 
agent (42 CFR 416.171(d)(2)). 

ASC payment policy for 
brachytherapy sources mirrors the 
payment policy under the OPPS. ASCs 
are paid for brachytherapy sources 
provided integral to ASC covered 
surgical procedures at prospective rates 
adopted under the OPPS or, if OPPS 
rates are unavailable, at contractor- 
priced rates (72 FR 42499). Since 
December 31, 2009, ASCs have been 
paid for brachytherapy sources provided 
integral to ASC covered surgical 
procedures at prospective rates adopted 
under the OPPS. 

Our ASC policies also provide 
separate payment for: (1) Certain items 
and services that CMS designates as 
contractor-priced, including, but not 
limited to, the procurement of corneal 
tissue; and (2) certain implantable items 
that have pass-through payment status 
under the OPPS. These categories do not 
have prospectively established ASC 
payment rates according to the final 
policies for the revised ASC payment 
system (72 FR 42502 and 42508 through 
42509; 42 CFR 416.164(b)). Under the 
revised ASC payment system, we have 
designated corneal tissue acquisition 
and hepatitis B vaccines as contractor- 
priced. Corneal tissue acquisition is 
contractor-priced based on the invoiced 
costs for acquiring the corneal tissue for 
transplantation. Hepatitis B vaccines are 
contractor-priced based on invoiced 
costs for the vaccine. 

Devices that are eligible for pass- 
through payment under the OPPS are 
separately paid under the ASC payment 
system and are contractor-priced. 
Currently, the one device that is eligible 
for pass-through payment in the OPPS 
is described by HCPCS code C1841 
(Retinal prosthesis, includes all internal 
and external components). The payment 
amount for HCPCS code C1841 under 
the ASC payment system is contractor- 
priced. Under the revised ASC payment 
system (72 FR 42502), payment for the 
surgical procedure associated with the 
pass-through device is made according 
to our standard methodology for the 
ASC payment system, based on only the 
service (nondevice) portion of the 
procedure’s OPPS relative payment 
weight if the APC weight for the 
procedure includes other packaged 
device costs. (We note that the cost for 
the new pass-through device would not 
be included in the APC weight because 
historical claims are used to establish 
the OPPS relative weights). We also 
refer to this methodology as applying a 
“device offset” to the ASC payment for 
the associated surgical procedure. This 
ensures that duplicate payment is not 
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provided for any portion of an 
implanted device with OPPS pass- 
through payment status. There are no 
other device costs included in the APC 
for the surgical procedure associated 
with HCPCS code C1841. Therefore, 
payment for the associated surgical 
procedure is made according to the 
standard methodology and no device 
offset is applied. HCPCS code C1841 
was approved for pass-through payment 
effective October 1, 2013, and will 
continue to be eligible for pass-through 
payment in CY 2015. 


b. Payment for Covered Ancillary 
Services for CY 2015 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41026 through 41027), for 
CY 2015, we proposed to update the 
ASC payment rates and to make changes 
to ASC payment indicators as necessary 
to maintain consistency between the 
OPPS and ASC payment system 
regarding the packaged or separately 
payable status of services and the 
proposed CY 2015 OPPS and ASC 
payment rates. We also proposed to 
continue to set the CY 2015 ASC 
payment rates for brachytherapy sources 
and separately payable drugs and 
biologicals equal to the proposed OPPS 
payment rates for CY 2015. 

Consistent with established ASC 
payment policy (72 FR 42497), we 
proposed that the proposed CY 2015 
payment for separately payable covered 
radiology services be based on a 
comparison of the proposed CY 2015 
MPFS nonfacility PE RVU-based 
amounts (we refer readers to the CY 
2015 MPFS proposed rule) and the 
proposed CY 2015 ASC payment rates 
calculated according to the ASC 
standard ratesetting methodology and 
then set at the lower of the two amounts 
(except as discussed below for nuclear 
medicine procedures and radiology 
services that use contrast agents). We 
proposed that payment for a radiology 
service would be packaged into the 
payment for the ASC covered surgical 
procedure if the radiology service is 
packaged or conditionally packaged 
under the OPPS. The payment 
indicators in Addendum BB to the 
proposed rule indicate whether the 
proposed payment rates for radiology 
services are based on the MPFS 
nonfacility PE RVU-based amount or the 
ASC standard ratesetting methodology, 
or whether payment for a radiology 
service is packaged into the payment for 
the covered surgical procedure 
(payment indicator ‘“‘N1”’). Radiology 
services that we proposed to pay based 
on the ASC standard ratesetting 
methodology are assigned payment 
indicator “Z2” (proposed revised 


definition, as discussed below: 
Radiology or diagnostic service paid 
separately when provided integral to a 
surgical procedure on ASC list; payment 
based on OPPS relative payment 
weight), and those for which the 
proposed payment is based on the 

MPFS nonfacility PE RVU-based 
amount be assigned payment indicator 
“Z.3” (proposed revised definition, as 
discussed below: Radiology or 
diagnostic service paid separately when 
provided integral to a surgical 
procedure on ASC list; payment based 
on MPFS nonfacility PE RVUs). 

As finalized in the CY 2011 OPPS/ 
ASC final rule with comment period (75 
FR 72050), payment indicators for all 
nuclear medicine procedures (defined 
as CPT codes in the range of 78000 
through 78999) that are designated as 
radiology services that are paid 
separately when provided integral to a 
surgical procedure on the ASC list are 
set to ‘“Z2”’ so that payment for these 
procedures will be based on the OPPS 
relative payment weight (rather than the 
MPFS nonfacility PE RVU-based 
amount, regardless of which is lower) 
and, therefore, will include the cost for 
the diagnostic radiopharmaceutical. We 
proposed to continue this modification 
to the payment methodology in CY 2015 
and, therefore, set the payment indicator 
to “Z2”’ for nuclear medicine 
procedures. 

As finalized in the CY 2012 OPPS/ 
ASC final rule with comment period (76 
FR 74429 through 74430), payment 
indicators for radiology services that use 
contrast agents are set to ‘‘Z2” so that 
payment for these procedures will be 
based on the OPPS relative payment 
weight and, therefore, will include the 
cost for the contrast agent. We proposed 
to continue this modification to the 
payment methodology in CY 2015 and, 
therefore, proposed to assign the 
payment indicator “Z2”’ to radiology 
services that use contrast agents. 

Covered ancillary services are items 
and services that are integral to a 
covered surgical procedure performed 
in an ASC for which separate payment 
may be made under the ASC payment 
system (42 CFR 416.2). Covered 
ancillary services include, among other 
categories of items and services, certain 
radiology services, including diagnostic 
imaging services, for which separate 
payment is allowed under the OPPS 
when these services are necessary for 
the successful completion of a surgical 
procedure and are performed in the ASC 
immediately preceding, during, or 
immediately following the covered 
surgical procedure, as evidenced by the 
service being provided on the same day 
as a covered surgical procedure (42 CFR 


416.164(b)(5)). Currently, there are 
certain nonimaging diagnostic tests for 
which payment is not made under 
Medicare Part B when provided in an 
ASC setting although these tests are 
paid under the OPPS. Therefore, we 
believe that certain nonimaging 
diagnostic tests for which separate 
payment is allowed under the OPPS 
should be considered covered ancillary 
services and separately paid when these 
tests are required for the successful 
performance of the surgery and are 
performed in the ASC on the same day 
as a covered surgical procedure. 

Therefore, we proposed that, 
beginning in CY 2015, certain diagnostic 
tests within the medicine range of CPT 
codes for which separate payment is 
allowed under the OPPS be covered 
ancillary services when they are integral 
to an ASC covered surgical procedure. 
We believe that adopting such a 
payment policy is reasonable and 
appropriate to ensure access to these 
tests in ASCs and is consistent with the 
OPPS. We proposed that diagnostic tests 
within the medicine range of CPT codes 
include all Category I CPT codes in the 
medicine range established by CPT, 
from 90000 to 99999, and Category III 
CPT codes and Level II HCPCS codes 
that describe diagnostic tests that 
crosswalk or are clinically similar to 
procedures in the medicine range 
established by CPT. 

We proposed to pay for these tests at 
the lower of the MPFS nonfacility PE 
RVU-based (or technical component) 
amount or the rate calculated according 
to the ASC standard ratesetting 
methodology because this would ensure 
appropriate and equitable payment for 
these diagnostic tests provided integral 
to covered surgical procedures and not 
provide a payment incentive for 
migration of the tests from physician 
offices to ASCs. Further, we believe 
these diagnostic tests are similar to the 
covered ancillary services that are 
radiology services, and this is the 
payment methodology we use for those 
services. We proposed that the 
diagnostic tests for which the proposed 
payment is based on the ASC standard 
ratesetting methodology be assigned to 
payment indicator “‘Z2” (proposed 
revised definition: Radiology or 
diagnostic service paid separately when 
provided integral to a surgical 
procedure on ASC list; payment based 
on OPPS relative payment weight), and 
those for which the proposed payment 
is based on the MPFS nonfacility PE 
RVU-based amount be assigned 
payment indicator ‘‘Z3” (proposed 
revised definition: Radiology or 
diagnostic service paid separately when 
provided integral to a surgical 
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procedure on ASC list; payment based 
on MPFS nonfacility PE RVUs). We 
proposed changes to the definitions for 
payment indicators “Z2” and “‘Z3,” as 
detailed in section XILF.2. of this final 
rule with comment period, and 
proposed changes to § 416.164(a)(11) 
and (b)(5) as well as § 416.171(b)(1) to 
reflect these proposals. 

We have identified one diagnostic test 
that is within the medicine range of CPT 
codes and for which separate payment 
is allowed under the OPPS: CPT code 
91035 (Esophagus, gastroesophageal 
reflux test; with mucosal attached 
telemetry pH electrode placement, 
recording, analysis and interpretation). 
We proposed to add this code to the list 
of ASC covered ancillary services and 
proposed separate ASC payment as a 
covered ancillary service for this code 
beginning in CY 2015 when the test is 
integral to an ASC covered surgical 
procedure. We would expect the 
procedure described by CPT code 91035 
to be integral to the endoscopic 
attachment of the electrode to the 
esophageal mucosa. 

Most covered ancillary services and 
their proposed payment indicators were 
listed in Addendum BB to the proposed 
rule (which is available via the Internet 
on the CMS Web site). 

We invited public comment on these 
proposals. 

Comment: Several commenters 
supported CMS’ proposals to expand 
the scope of ASC covered ancillary 
services to include certain diagnostic 
tests and to add CPT code 91035 to the 
list of ASC covered ancillary services 
and allow separate payment for this 
code when the test is integral to an ASC 
covered surgical procedure. However, 
these commenters expressed concern 
regarding the proposed ASC payment 
for CPT code 91035 and requested that 
CMS reassign the code to a higher- 
paying APC. 

Response: We thank the commenters 
for their support for our proposal. 
Payment for CPT 91035 is addressed in 
section III.C.2. of this final rule with 
comment period. Briefly, the ASC 
payment is dependent upon the APC 
assignment for this service. Based on 
our analysis of the latest hospital 
outpatient claims data used for this final 
rule with comment period, we believe 
that CPT code 91035 is appropriately 
assigned to APC 0361. Our claims data 
show a geometric mean cost of 
approximately $466 for CPT code 91035 
based on 1,272 single claims (out of 
5,099 total claims), and a geometric 
mean cost of approximately $341 for 
APC 0361. Further, the geometric mean 
cost of APC 0142 is approximately $884, 
which is almost twice the geometric 


mean cost of CPT code 91035. Also, 
assignment of 91035 to APC 0142 would 
create a 2 times violation in APC 0142, 
because the geometric mean cost of the 
highest cost significant procedure in 
APC 0142 (CPT code 44361, with a 
geometric mean cost of $1,019) is 2.2 
times the geometric mean cost of 91035. 
Therefore, APC 0142 would not be 
appropriate for 91035 and we are 
finalizing our CY 2015 proposal to 
continue to assign CPT code 91035 to 
APC 0361. 

After consideration of the public 
comments we received, we are 
finalizing these proposals without 
modification: to expand the scope of 
ASC-covered ancillary services to 
include certain diagnostic tests for 
which separate payment is allowed 
under the OPPS when provided integral 
to covered ASC surgical procedures; to 
pay for these diagnostic tests at the 
lower of the MPFS nonfacility PE RVU 
based (or technical component) amount 
or the rate calculated according to the 
ASC standard ratesetting methodology; 
and to revise §§ 416.164(a)(11) and 
(b)(5) as well as § 416.171(b)(1) to reflect 
these finalized policies. We also are 
revising the regulation text at 
§ 416.171(d) to reflect that payment for 
these tests will be at the lower of the 
MPFS nonfacility PE RVU-based 
amount or the rate calculated according 
to the ASC standard ratesetting 
methodology, as discussed above and in 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41027). For those covered 
ancillary services where the payment 
rate is the lower of the final rates under 
the ASC standard ratesetting 
methodology and the MPFS final rates, 
the final payment indicators and rates 
set forth in this rule are based on a 
comparison using the MPFS rates 
effective January 1, 2015. These 
payment rates and indicators do not 
include the effect of the negative update 
to the MPFS payment rates effective 
April 1, 2015 under current law. 
Updates to these rates and payment 
indicators effective April 1, 2015 will be 
included in the April 2015 quarterly 
ASC addenda posted on the CMS Web 
site. For a discussion of the MPFS rates, 
we refer readers to the CY 2015 MPFS 
final rule with comment period. 


E. New Technology Intraocular Lenses 
(NTIOLs) 


1. NTIOL Application Cycle 


Our process for reviewing 
applications to establish new classes of 
new technology intraocular lenses 
(NTIOLs) is as follows: 

e Applicants submit their NTIOL 
requests for review to CMS by the 


annual deadline. For a request to be 
considered complete, we require 
submission of the information that is 
found in the guidance document 
entitled ‘Application Process and 
Information Requirements for Requests 
for a New Class of New Technology 
Intraocular Lenses (NTIOLs) or 
Inclusion of an IOL in an existing 
NTIOL Class” posted on the CMS Web 
site at: http://www.cms.gov/Medicare/ 
Medicare-Fee-for-Service-Payment/ 
ASCPayment/NTIOLs.html. 

e We announce annually in the 
proposed rule updating the ASC and 
OPPS payment rates for the following 
calendar year, a list of all requests to 
establish new NTIOL classes accepted 
for review during the calendar year in 
which the proposal is published. In 
accordance with section 141(b)(3) of 
Public Law 103-432 and our regulations 
at § 416.185(b), the deadline for receipt 
of public comments is 30 days following 
publication of the list of requests in the 
proposed rule. 

e In the final rule updating the ASC 
and OPPS payment rates for the 
following calendar year, we— 

Provide a list of determinations 
made as a result of our review of all new 
NTIOL class requests and public 
comments; 

When a new NTIOL class is created, 
we identify the predominant 
characteristic of NTIOLs in that class 
that sets them apart from other IOLs 
(including those previously approved as 
members of other expired or active 
NTIOL classes) and that is associated 
with an improved clinical outcome. 

The date of implementation of a 
payment adjustment in the case of 
approval of an IOL as a member of a 
new NTIOL class would be set 
prospectively as of 30 days after 
publication of the ASC payment update 
final rule, consistent with the statutory 
requirement. 

Announce the deadline for 
submitting requests for review of an 
application for a new NTIOL class for 
the following calendar year. 


2. Requests To Establish New NTIOL 
Classes for CY 2015 


We did not receive any requests for 
review to establish a new NTIOL class 
for CY 2015 by March 3, 2014, the due 
date published in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75085). 


3. Payment Adjustment 


The current payment adjustment for a 
5-year period from the implementation 
date of anew NTIOL class is $50 per 
lens. Since implementation of the 
process for adjustment of payment 
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amounts for NTIOLs in 1999, we have 
not revised the payment adjustment 
amount, and we did not propose to 
revise the payment adjustment amount 
for CY 2015. 


4, Announcement of CY 2015 Deadline 
for Submitting Requests for CMS 
Review of Applications for a New Class 
of NTIOLs 


In accordance with 42 CFR 416.185(a) 
of our regulations, CMS announces that 
in order to be considered for payment 
effective beginning in CY 2016, requests 
for review of applications for a new 
class of new technology IOLs must be 
received at CMS by 5 p.m. EST, on 
March 2, 2015. Send requests to ASC/ 
NTIOL, Division of Outpatient Care, 
Mailstop C4—05—17, Centers for 
Medicare and Medicaid Services, 7500 
Security Boulevard, Baltimore, MD 
21244-1850. To be considered, requests 
for NTIOL reviews must include the 
information requested on the CMS Web 
site at: http://www.cms.gov/ASC 
Payment/downloads/NTIOLprocess. pdf. 


F, ASC Payment and Comment 
Indicators 


1. Background 


In addition to the payment indicators 
that we introduced in the August 2, 
2007 final rule, we also created final 
comment indicators for the ASC 
payment system in the CY 2008 OPPS/ 
ASC final rule with comment period (72 
FR 66855). We created Addendum DD1 
to define ASC payment indicators that 
we use in Addenda AA and BB to 
provide payment information regarding 
covered surgical procedures and 
covered ancillary services, respectively, 
under the revised ASC payment system. 
The ASC payment indicators in 
Addendum DD1 are intended to capture 
policy relevant characteristics of HCPCS 
codes that may receive packaged or 
separate payment in ASCs, such as 
whether they were on the ASC list of 
covered services prior to CY 2008; 
payment designation, such as device- 
intensive or office-based, and the 
corresponding ASC payment 
methodology; and their classification as 
separately payable ancillary services 
including radiology services, 
brachytherapy sources, OPPS pass- 
through devices, corneal tissue 
acquisition services, drugs or 
biologicals, or NTIOLs. 

We also created Addendum DD2 that 
lists the ASC comment indicators. The 
ASC comment indicators used in 
Addenda AA and BB to the proposed 
rules and final rules with comment 
period serve to identify, for the revised 
ASC payment system, the status of a 


specific HCPCS code and its payment 
indicator with respect to the timeframe 
when comments will be accepted. The 
comment indicator ‘‘NI” is used in the 
OPPS/ASC final rule with comment 
period to indicate new codes for the 
next calendar year for which the interim 
payment indicator assigned is subject to 
comment. The comment indicator ‘‘NI”’ 
also is assigned to existing codes with 
substantial revisions to their descriptors 
such that we consider them to be 
describing new services, as discussed in 
the CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60622). We 
indicated that in the CY 2015 OPPS/ 
ASC final rule with comment period, we 
will respond to public comments and 
finalize the ASC treatment of all codes 
that are labeled with comment indicator 
“NI” in Addenda AA and BB to the CY 
2014 OPPS/ASC final rule with 
comment period. 

The “CH” comment indicator was 
used in Addenda AA and BB to the 
proposed rule (which are available via 
the Internet on the CMS Web site) to 
indicate that the payment indicator 
assignment has changed for an active 
HCPCS code in the current year and 
next calendar year; an active HCPCS 
code is newly recognized as payable in 
ASCs; or an active HCPCS code is 
discontinued at the end of the current 
calendar year. The ‘“‘CH” comment 
indicators that are published in the final 
rule with comment period are provided 
to alert readers that a change has been 
made from one calendar year to the 
next, but do not indicate that the change 
is subject to comment. 


2. ASC Payment and Comment 
Indicators 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41028), we did not propose 
any changes to the definitions of the 
ASC comment indicators for CY 2015. 
In order to incorporate changes 
associated with our proposal for CY 
2015, as detailed in section XII.D.2.b. of 
the proposed rule, that certain 
diagnostic tests qualify as covered 
ancillary services when provided 
integral to an ASC covered surgical 
procedure, we proposed to revise the 
definitions for payment indicators ‘*Z2” 
and “Z3” to add the words “or 
diagnostic” after ‘‘Radiology”’ so that the 
proposed definition for payment 
indicator ‘“Z2”’ would be “Radiology or 
diagnostic service paid separately when 
provided integral to a surgical 
procedure on ASC list; payment based 
on OPPS relative payment weight,” and 
the proposed definition for payment 
indicator ‘‘Z3’’ would be “Radiology or 
diagnostic service paid separately when 
provided integral to a surgical 


procedure on ASC list; payment based 
on MPFS nonfacility PE RVUs.” We 
refer readers to Addenda DD1 and DD2 
to the proposed rule (which are 
available via the Internet on the CMS 
Web site) for the complete list of ASC 
payment and comment indicators for 
the CY 2015 update. 


We did not receive any public 
comments regarding our proposals to 
change the definitions of “‘Z2” and 
“Z.3"’. Therefore, we are finalizing our 
proposal to revise the definitions for 
payment indicators “Z2” and “Z3”’ to 
add the words “‘or diagnostic” after 
“Radiology” so that the revised 
definition for payment indicator ‘‘Z.2”’ 
will be ‘“‘Radiology or diagnostic service 
paid separately when provided integral 
to a surgical procedure on ASC list; 
payment based on OPPS relative 
payment weight,” and the revised 
definition for payment indicator “‘Z3”’ 
will be ‘Radiology or diagnostic service 
paid separately when provided integral 
to a surgical procedure on ASC list; 
payment based on MPFS nonfacility PE 
RVUs.” 


G. Calculation of the ASC Conversion 
Factor and the ASC Payment Rates 


1. Background 


In the August 2, 2007 final rule (72 FR 
42493), we established our policy to 
base ASC relative payment weights and 
payment rates under the revised ASC 
payment system on APC groups and the 
OPPS relative payment weights. 
Consistent with that policy and the 
requirement at section 1833(i)(2)(D)(ii) 
of the Act that the revised payment 
system be implemented so that it would 
be budget neutral, the initial ASC 
conversion factor (CY 2008) was 
calculated so that estimated total 
Medicare payments under the revised 
ASC payment system in the first year 
would be budget neutral to estimated 
total Medicare payments under the prior 
(CY 2007) ASC payment system (the 
ASC conversion factor is multiplied by 
the relative payment weights calculated 
for many ASC services in order to 
establish payment rates). That is, 
application of the ASC conversion factor 
was designed to result in aggregate 
Medicare expenditures under the 
revised ASC payment system in CY 
2008 being equal to aggregate Medicare 
expenditures that would have occurred 
in CY 2008 in the absence of the revised 
system, taking into consideration the 
cap on ASC payments in CY 2007 as 
required under section 1833(i)(2)(E) of 
the Act (72 FR 42522). We adopted a 
policy to make the system budget 
neutral in subsequent calendar years (72 
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FR 42532 through 42533; 42 CFR 
416.171(e)). 

We note that we consider the term 
“expenditures” in the context of the 
budget neutrality requirement under 
section 1833(i)(2)(D)(ii) of the Act to 
mean expenditures from the Medicare 
Part B Trust Fund. We do not consider 
expenditures to include beneficiary 
coinsurance and copayments. This 
distinction was important for the CY 
2008 ASC budget neutrality model that 
considered payments across the OPPS, 
ASC, and MPFS payment systems. 
However, because coinsurance is almost 
always 20 percent for ASC services, this 
interpretation of expenditures has 
minimal impact for subsequent budget 
neutrality adjustments calculated within 
the revised ASC payment system. 

In the CY 2008 OPPS/ASC final rule 
with comment period (72 FR 66857 
through 66858), we set out a step-by- 
step illustration of the final budget 
neutrality adjustment calculation based 
on the methodology finalized in the 
August 2, 2007 final rule (72 FR 42521 
through 42531) and as applied to 
updated data available for the CY 2008 
OPPS/ASC final rule with comment 
period. The application of that 
methodology to the data available for 
the CY 2008 OPPS/ASC final rule with 
comment period resulted in a budget 
neutrality adjustment of 0.65. 

For CY 2008, we adopted the OPPS 
relative payment weights as the ASC 
relative payment weights for most 
services and, consistent with the final 
policy, we calculated the CY 2008 ASC 
payment rates by multiplying the ASC 
relative payment weights by the final 
CY 2008 ASC conversion factor of 
$41.401. For covered office-based 
surgical procedures and covered 
ancillary radiology services (excluding 
covered ancillary radiology services 
involving certain nuclear medicine 
procedures or involving the use of 
contrast agents, as discussed in section 
XII.D.2.b. of the proposed rule), the 
established policy is to set the payment 
rate at the lower of the MPFS 
unadjusted nonfacility PE RVU-based 
amount or the amount calculated using 
the ASC standard ratesetting 
methodology. Further, as discussed in 
the CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66841 through 
66843), we also adopted alternative 
ratesetting methodologies for specific 
types of services (for example, device- 
intensive procedures). 

As discussed in the August 2, 2007 
final rule (72 FR 42517 through 42518) 
and as codified at § 416.172(c) of the 
regulations, the revised ASC payment 
system accounts for geographic wage 
variation when calculating individual 


ASC payments by applying the pre-floor 
and pre-reclassified IPPS hospital wage 
indexes to the labor-related share, 
which is 50 percent of the ASC payment 
amount based on a GAO report of ASC 
costs using 2004 survey data. Beginning 
in CY 2008, CMS accounted for 
geographic wage variation in labor cost 
when calculating individual ASC 
payments by applying the pre-floor and 
pre-reclassified hospital wage index 
values that CMS calculates for payment 
under the IPPS, using updated Core 
Based Statistical Areas (CBSAs) issued 
by OMB in June 2003. In other words, 
the wage index for an ASC is the pre- 
floor and pre-reclassified hospital wage 
index under the IPPS of the CBSA that 
maps to the CBSA where the ASC is 
located. 

The reclassification provision in 
section 1886(d)(10) of the Act is specific 
to hospitals. We believe that using the 
most recently available pre-floor and 
pre-reclassified IPPS hospital wage 
indexes results in the most appropriate 
adjustment to the labor portion of ASC 
costs. We continue to believe that the 
unadjusted hospital wage indexes, 
which are updated yearly and are used 
by many other Medicare payment 
systems, appropriately account for 
geographic variation in labor costs for 
ASCs. 

On February 28, 2013, OMB issued 
OMB Bulletin No. 13-01, which 
provides the delineations of all 
Metropolitan Statistical Areas, 
Metropolitan Divisions, Micropolitan 
Statistical Areas, Combined Statistical 
Areas, and New England City and Town 
Areas in the United States and Puerto 
Rico based on the standards published 
on June 28, 2010 in the Federal Register 
(75 FR 37246 through 37252) and 2010 
Census Bureau data. (A copy of this 
bulletin may be obtained at: http:// 
www. whitehouse.gov/sites/default/files/ 
omb/bulletins/2013/b-13-01.pdf.) The 
pre-floor and pre-reclassified IPPS 
hospital wage indexes for FY 2014 do 
not reflect OMB’s new area delineations 
and, because the ASC wage indexes are 
the pre-floor and pre-reclassified IPPS 
hospital wage indexes, the CY 2014 ASC 
wage indexes do not reflect the OMB 
changes. As discussed in the FY 2015 
IPPS/LTCH PPS proposed rule (79 FR 
28054 through 28068), we proposed to 
use the new CBSAs delineations issued 
by OMB in OMB Bulletin 13-01 for the 
IPPS hospital wage index beginning in 
FY 2015. Therefore, because the ASC 
wage indexes are the pre-floor and pre- 
reclassified IPPS hospital wage indexes, 
the proposed CY 2015 ASC wage 
indexes reflected the new OMB 
delineations. In the FY 2015 IPPS/LTCH 
PPS final rule (79 FR 49950 through 


49957), we finalized our proposal to use 
these new OMB delineations for the 
IPPS hospital wage index. Therefore, the 
final ASC wage indexes, which are the 
pre-floor and pre-reclassified IPPS 
hospital wage indexes, will reflect the 
new OMB delineations. As discussed in 
section XII.G.2.b. of the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41030), we 
proposed a transition to these new OMB 
delineations for ASCs in certain 
situations for CY 2015. 

We note that, in certain instances, 
there might be urban or rural areas for 
which there is no IPPS hospital whose 
wage index data would be used to set 
the wage index for that area. For these 
areas, our policy has been to use the 
average of the wage indexes for CBSAs 
(or metropolitan divisions as applicable) 
that are contiguous to the area that has 
no wage index (where ‘‘contiguous”’ is 
defined as sharing a border). For 
example, for CY 2014, we applied a 
proxy wage index based on this 
methodology to ASCs located in CBSA 
25980 (Hinesville-Fort Stewart, GA) and 
CBSA 08 (Rural Delaware). 

When all of the areas contiguous to 
the urban CBSA of interest are rural and 
there is no IPPS hospital that has wage 
index data that could be used to set the 
wage index for that area, we determine 
the ASC wage index by calculating the 
average of all wage indexes for urban 
areas in the State (75 FR 72058 through 
72059). In other situations, where there 
are no IPPS hospitals located in a 
relevant labor market area, we will 
continue our current policy of 
calculating an urban or rural area’s wage 
index by calculating the average of the 
wage indexes for CBSAs (or 
metropolitan divisions where 
applicable) that are contiguous to the 
area with no wage index. 


2. Calculation of the ASC Payment Rates 


a. Updating the ASC Relative Payment 
Weights for CY 2015 and Future Years 


We update the ASC relative payment 
weights each year using the national 
OPPS relative payment weights (and 
MPFS nonfacility PE RVU-based 
amounts, as applicable) for that same 
calendar year and uniformly scale the 
ASC relative payment weights for each 
update year to make them budget 
neutral (72 FR 42533). In the CY 2015 
OPPS/ASC proposed rule (79 FR 41029 
through 41030), consistent with our 
established policy, we proposed to scale 
the CY 2015 relative payment weights 
for ASCs according to the following 
method. Holding ASC utilization and 
the mix of services constant from CY 
2013, we proposed to compare the total 
payment using the CY 2014 ASC 
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relative payment weights with the total 
payment using the CY 2015 relative 
payment weights to take into account 
the changes in the OPPS relative 
payment weights between CY 2014 and 
CY 2015. We proposed to use the ratio 
of CY 2014 to CY 2015 total payment 
(the weight scaler) to scale the ASC 
relative payment weights for CY 2015. 
The proposed CY 2015 ASC scaler was 
0.9142 and scaling would apply to the 
ASC relative payment weights of the 
covered surgical procedures and 
covered ancillary radiology services for 
which the ASC payment rates are based 
on OPPS relative payment weights. 


Scaling would not apply in the case 
of ASC payment for separately payable 
covered ancillary services that have a 
predetermined national payment 
amount (that is, their national ASC 
payment amounts are not based on 
OPPS relative payment weights), such 
as drugs and biologicals that are 
separately paid or services that are 
contractor-priced or paid at reasonable 
cost in ASCs. Any service with a 
predetermined national payment 
amount would be included in the ASC 
budget neutrality comparison, but 
scaling of the ASC relative payment 
weights would not apply to those 
services. The ASC payment weights for 
those services without predetermined 
national payment amounts (that is, 
those services with national payment 
amounts that would be based on OPPS 
relative payment weights) would be 
scaled to eliminate any difference in the 
total payment between the current year 
and the update year. 


For any given year’s ratesetting, we 
typically use the most recent full 
calendar year of claims data to model 
budget neutrality adjustments. For this 
final rule with comment period, we 
used CY 2013 ASC claims data. 


To create an analytic file to support 
calculation of the weight scaler and 
budget neutrality adjustment for the 
wage index (discussed below), we 
summarized available CY 2013 ASC 
claims by ASC and by HCPCS code. We 
used the National Provider Identifier for 
the purpose of identifying unique ASCs 
within the CY 2013 claims data. We 
used the supplier zip code reported on 
the claim to associate State, county, and 
CBSA with each ASC. This file, 
available to the public as a supporting 
data file for the proposed rule, is posted 
on the CMS Web site at: http:// 
www.cms.gov/Research-Statistics-Data- 
and-Systems/Files-for-Order/ 
LimitedDataSets/ 
ASCPaymentSystem.html. 


b. Transition Period to New OMB 
Delineations for ASC Wage Index 


As discussed in the FY 2015 IPPS/ 
LTCH PPS proposed rule (79 FR 28054 
through 28055), we proposed to use the 
new CBSA delineations issued by OMB 
in OMB Bulletin 13-01 dated February 
28, 2013 for the IPPS hospital wage 
index. Therefore, because the ASC wage 
indexes are the pre-floor and pre- 
reclassified IPPS hospital wage indexes, 
the proposed CY 2015 ASC wage 
indexes reflected the new OMB 
delineations. While we believe that 
instituting the latest OMB labor market 
area delineations would create a more 
accurate and up-to-date wage index 
system, we also recognize that 
implementing the new OMB 
delineations may cause some short-term 
instability in ASC payments. Therefore, 
we proposed a transition to the new 
OMB delineations similar to what we 
proposed for the IPPS for FY 2015 (79 
FR 28062) and the OPPS as described in 
section II.C of the proposed rule. 
Specifically, for ASCs, we proposed a 1- 
year blended wage index for all ASCs 
that would experience any decrease in 
their actual wage index exclusively due 
to the implementation of the new OMB 
delineations. For ASCs where the CY 
2015 ASC wage index with the CY 2015 
CBSAs would be lower than with the 
CY 2014 CBSAs, we proposed that the 
CY 2015 ASC wage index would be 50 
percent of the ASC wage index based on 
the CY 2014 CBSA and 50 percent of the 
ASC wage index based on the new CY 
2015 CBSA. We believe a 1-year 50/50 
blended wage index would mitigate the 
short-term instability and negative 
payment impacts due to the proposed 
implementation of the new OMB 
delineations, providing ASCs that 
would be negatively impacted by the 
new OMB delineations with a transition 
period during which they may adjust to 
their new geographic CBSA. We believe 
that a longer transition period would 
reduce the accuracy of the overall labor 
market area wage index system. 

Comment: Some commenters objected 
to CMS continuing to use the pre-floor 
and pre-reclassified IPPS hospital wage 
indexes for the labor portion of ASC 
costs. These commenters stated that 
ASCs and hospitals compete in the same 
local markets and provide many of the 
same services and require similar staff. 
Commenters stated that the different 
wage index for hospitals than for ASCs 
increases the gap between the OPPS and 
ASC payment rates. 

Response: As discussed in the August 
2, 2007 final rule (72 FR 42517 through 
42518) and as codified at § 416.172(c) of 
the regulations, the revised ASC 


payment system accounts for geographic 
wage variation when calculating 
individual ASC payments by applying 
the pre-floor and pre-reclassified IPPS 
hospital wage indexes to the labor- 
related share, which is 50 percent of the 
ASC payment amount. We have 
responded to similar comments in the 
past and believe our prior rationale for 
using unadjusted wage indexes is still a 
sound one. We continue to believe that 
the unadjusted hospital wage indexes, 
which are updated yearly and are used 
by many other Medicare payment 
systems, appropriately account for 
geographic variation in labor costs for 
ASCs. We did not propose to change our 
use of the pre-floor, pre-reclassified 
IPPS wage indexes for the ASC wage 
index. Therefore, in addition to the 
reasons stated above, we will continue 
to apply the pre-floor, pre-reclassified 
IPPS hospital wage indexes for the labor 
portion of ASC costs. We refer readers 
to our responses to similar comments in 
the CY 2010, CY 2011, CY 2012, CY 
2013, and CY 2014 OPPS/ASC final 
rules with comment period (74 FR 
60625; 75 FR 72059; 76 FR 74446; 77 FR 
68463; and 78 FR 75086, respectively). 

Comment: Commenters supported 
CMS’ proposal to phase in reductions to 
the ASC wage indexes that occur as a 
result of the new OMB labor market 
delineations. 

Response: We appreciate the 
commenters’ support and, as stated 
below, we are finalizing this policy as 
proposed. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to apply a 1-year 
blended wage index for all ASCs that 
would experience any decrease in their 
actual wage index exclusively due to the 
implementation of the new OMB 
delineations. Specifically, for ASCs 
where the CY 2015 ASC wage index 
with the CY 2015 CBSAs is lower than 
with the CY 2014 CBSAs, we will 
calculate the CY 2015 ASC wage index 
such that it will be 50 percent of the 
ASC wage index based on the CY 2014 
CBSA and 50 percent of the ASC wage 
index based on the new CY 2015 CBSA. 


c. Updating the ASC Conversion Factor 


Under the OPPS, we typically apply 
a budget neutrality adjustment for 
provider level changes, most notably a 
change in the wage index values for the 
upcoming year, to the conversion factor. 
In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41030 through 41031), 
consistent with our final ASC payment 
policy, for the CY 2015 ASC payment 
system, we proposed to calculate and 
apply a budget neutrality adjustment to 
the ASC conversion factor for supplier 
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level changes in wage index values for 
the upcoming year, just as the OPPS 
wage index budget neutrality 
adjustment is calculated and applied to 
the OPPS conversion factor. For CY 
2015, we calculated this proposed 
adjustment for the ASC payment system 
by using the most recent CY 2013 claims 
data available and estimating the 
difference in total payment that would 
be created by introducing the proposed 
CY 2015 ASC wage indexes. 
Specifically, holding CY 2013 ASC 
utilization and service-mix and the 
proposed CY 2015 national payment 
rates after application of the weight 
scaler constant, we calculated the total 
adjusted payment using the CY 2014 
ASC wage indexes and the total 
adjusted payment using the proposed 
CY 2015 ASC wage indexes (which 
reflect the new OMB delineations and 
would include any applicable transition 
period). We used the 50-percent labor- 
related share for both total adjusted 
payment calculations. We then 
compared the total adjusted payment 
calculated with the CY 2014 ASC wage 
indexes to the total adjusted payment 
calculated with the proposed CY 2015 
ASC wage indexes and applied the 
resulting ratio of 0.9983 (the proposed 
CY 2015 ASC wage index budget 
neutrality adjustment) to the CY 2014 
ASC conversion factor to calculate the 
proposed CY 2015 ASC conversion 
factor. 

Section 1833(i)(2)(C)(i) of the Act 
requires that, ‘‘if the Secretary has not 
updated amounts established” under 
the revised ASC payment system in a 
calendar year, the payment amounts 
“shall be increased by the percentage 
increase in the Consumer Price Index 
for all urban consumers (U.S. city 
average) as estimated by the Secretary 
for the 12-month period ending with the 
midpoint of the year involved.” The 
statute, therefore, does not mandate the 
adoption of any particular update 
mechanism, but it requires the payment 
amounts to be increased by the CPI-U 
in the absence of any update. Because 
the Secretary updates the ASC payment 
amounts annually, we adopted a policy, 
which we codified at 42 CFR 
416.171(a)(2)(ii), to update the ASC 
conversion factor using the CPI-U for 
CY 2010 and subsequent calendar years. 
Therefore, the annual update to the ASC 
payment system is the CPI-U (referred 
to as the CPI-U update factor). 

Section 3401(k) of the Affordable Care 
Act amended section 1833(i)(2)(D) of the 
Act by adding a new clause (v) which 
requires that “‘any annual update under 
[the ASC payment] system for the year, 
after application of clause (iv), shall be 
reduced by the productivity adjustment 


described in section 
1886(b)(3)(B)(xi)(I1)”’ of the Act effective 
with the calendar year beginning 
January 1, 2011. The statute defines the 
productivity adjustment to be equal to 
the 10-year moving average of changes 
in annual economy-wide private 
nonfarm business multifactor 
productivity (MFP) (as projected by the 
Secretary for the 10-year period ending 
with the applicable fiscal year, year, 
cost reporting period, or other annual 
period) (the ““MFP adjustment”). Clause 
(iv) of section 1833(i)(2)(D) of the Act 
authorizes the Secretary to provide for 
a reduction in any annual update for 
failure to report on quality measures. 
Clause (v) of section 1833(i)(2)(D) of the 
Act states that application of the MFP 
adjustment to the ASC payment system 
may result in the update to the ASC 
payment system being less than zero for 
a year and may result in payment rates 
under the ASC payment system for a 
year being less than such payment rates 
for the preceding year. 

In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74516), we 
finalized a policy that ASCs begin 
submitting data on quality measures for 
services beginning on October 1, 2012 
for the CY 2014 payment determination 
under the ASCQR Program. In the CY 
2013 OPPS/ASC final rule with 
comment period (77 FR 68499 through 
68500), we finalized a methodology to 
calculate reduced national unadjusted 
payment rates using the ASCQR 
Program reduced update conversion 
factor that would apply to ASCs that fail 
to meet their quality reporting 
requirements for the CY 2014 payment 
determination and subsequent years. 
The application of the 2.0 percentage 
point reduction to the annual update 
factor, which currently is the CPI-U, 
may result in the update to the ASC 
payment system being less than zero for 
a year for ASCs that fail to meet the 
ASCQR Program requirements. We 
amended §§ 416.160(a)(1) and 416.171 
to reflect these policies. 

In accordance with section 
1833(i)(2)(C)(i) of the Act, before 
applying the MFP adjustment, the 
Secretary first determines the 
“percentage increase’”’ in the CPI-U, 
which we interpret cannot be a negative 
percentage. Thus, in the instance where 
the percentage change in the CPI-U for 
a year is negative, we would hold the 
CPI-U update factor for the ASC 
payment system to zero. For the CY 
2014 payment determination and 
subsequent years, under section 
1833(i)(2)(D)(iv) of the Act, we would 
reduce the annual update by 2.0 
percentage points for an ASC that fails 
to submit quality information under the 


rules established by the Secretary in 
accordance with section 1833(i)(7) of 
the Act. Section 1833(i)(2)(D)(v) of the 
Act, as added by section 3401(k) of the 
Affordable Care Act, requires that the 
Secretary reduce the annual update 
factor, after application of any quality 
reporting reduction, by the MFP 
adjustment, and states that application 
of the MFP adjustment to the annual 
update factor after application of any 
quality reporting reduction may result 
in the update being less than zero for a 
year. If the application of the MFP 
adjustment to the annual update factor 
after application of any quality reporting 
reduction would result in an MFP- 
adjusted update factor that is less than 
zero, the resulting update to the ASC 
payment rates would be negative and 
payments would decrease relative to the 
prior year. We refer readers to the CY 
2011 OPPS/ASC final rule with 
comment period (75 FR 72062 through 
72064) for illustrative examples of how 
the MFP adjustment is applied to the 
ASC payment system. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41031), based on IHS Global 
Insight’s (IGI’s) 2014 first quarter 
forecast with historical data through 
2013 fourth quarter, for the 12-month 
period ending with the midpoint of CY 
2015, the CPI-U update was projected to 
be 1.7 percent. Also, based on IGI’s 2014 
first quarter forecast, the MFP 
adjustment for the period ending with 
the midpoint of CY 2015 was projected 
to be 0.5 percent. IGI is a nationally 
recognized economic and financial 
forecasting firm that contracts with CMS 
to forecast the components of CMS’ 
market baskets as well as the CPI-U and 
MFP. We finalized the methodology for 
calculating the MFP adjustment in the 
CY 2011 MPFS final rule with comment 
period (75 FR 73394 through 73396) as 
revised in the CY 2012 MPFS final rule 
with comment period (76 FR 73300 
through 73301). The ASCQR Program 
affected payment rates beginning in CY 
2014 and, under this program, there is 
a 2.0 percentage point reduction to the 
CPI-U for ASCs that fail to meet the 
ASCQR Program requirements. 

We proposed to reduce the CPI-U 
update of 1.7 percent by the MFP 
adjustment of 0.5 percentage point, 
resulting in an MFP-adjusted CPI-U 
update factor of 1.2 percent for ASCs 
meeting the quality reporting 
requirements. Therefore, we proposed to 
apply a 1.2 percent MFP-adjusted CPI- 
U update factor to the CY 2014 ASC 
conversion factor for ASCs meeting the 
quality reporting requirements. We 
proposed to reduce the CPI-U update of 
1.7 percent by 2.0 percentage points for 
ASCs that do not meet the quality 
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reporting requirements and then apply 
the 0.5 percentage point MFP reduction. 
Therefore, we proposed to apply a —0.8 
percent quality reporting/MFP-adjusted 
CPI-U update factor to the CY 2014 ASC 
conversion factor for ASCs not meeting 
the quality reporting requirements. We 
also proposed that if more recent data 
are subsequently available (for example, 
a more recent estimate of the CY 2015 
CPI-U update and MFP adjustment), we 
would use such data, if appropriate, to 
determine the CY 2015 ASC update for 
the final rule with comment period. 

For CY 2015, we also proposed to 
adjust the CY 2014 ASC conversion 
factor ($43.471) by the proposed wage 
index budget neutrality factor of 0.9983 
in addition to the MFP-adjusted update 
factor of 1.2 percent discussed above, 
which results in a proposed CY 2015 
ASC conversion factor of $43.918 for 
ASCs meeting the quality reporting 
requirements. For ASCs not meeting the 
quality reporting requirements, we 
proposed to adjust the CY 2014 ASC 
conversion factor ($43.471) by the 
proposed wage index budget neutrality 
factor of 0.9983 in addition to the 
quality reporting/MFP-adjusted update 
factor of — 0.8 percent discussed above, 
which results in a proposed CY 2015 
ASC conversion factor of $43.050. 

We invited public comment on these 
proposals, 

Comment: Some commenters stated 
that CMS should replace the CPI-U as 
the update mechanism for ASC 
payments with the hospital market 
basket. Commenters stated that the CPI- 
U measures inflation in a basket of 
consumer goods atypical of what ASCs 
purchase. In addition, the commenters 
stated that the Affordable Care Act 
requires CMS to reduce the update by a 
measure of productivity gains, which 
inappropriately subjects ASCs to two 
productivity adjustments: 
improvements reflected in the price of 
consumer purchased goods and the 
additional statutorily required 
reduction. While the commenters 
maintained that the hospital market 
basket would be the most appropriate 
update for ASCs, they suggested that 
there are various alternatives within the 
CPI-U that CMS could explore that 
more accurately reflect the economic 
climate in the ASC environment. For 
instance, CMS could use subsets of the 
CPI-U (medical care, medical care 
services, and outpatient services) that 
are consistent with the services being 
provided in the ASC setting. 

MedPAC commented that, in the CY 
2013 rulemaking, CMS requested public 
comment on the feasibility of ASC cost 
information to determine whether CPI- 
U or another type of update factor 


would be more appropriate, but that 
CMS did not propose to begin collecting 
ASC cost data. MedPAC acknowledged 
that there may be a burden associated 
with requiring ASCs to submit cost 
reports, but recommended that CMS 
collect some sort of ASC cost data, such 
as through surveys. 

Response: As we have stated in 
response to similar comments in the 
past (for example, 77 FR 68465; 78 FR 
75088 through 75089), we continue to 
believe that, while commenters argue 
that the items included in the CPI-U 
index may not adequately measure 
inflation for the goods and services 
provided by ASCs, the hospital market 
basket does not align with the cost 
structures of ASCs. Hospitals provide a 
much wider range of services, such as 
room and board and emergency 
services, and the costs associated with 
providing these services are not part of 
the ASC cost structure. Therefore, at this 
time, we do not believe that it is 
appropriate to use the hospital market 
basket for the ASC annual update. 

We recognize that the CPI-U is an 
output price index that accounts for 
productivity. However, section 
1833(i)(2)(D)(v) of the Act requires the 
agency to reduce the annual update 
factor by the MFP adjustment. For the 
reasons stated above, we do not believe 
that the hospital market basket 
appropriately reflects the cost structures 
of ASCs, and because we do not have 
cost data on ASCs, we are continuing to 
use the CPI-U which we believe 
provides a reasonable approximation of 
the price increases facing ASCs. We will 
continue to explore the feasibility of 
collecting ASC cost data. However, 
based on our past experience, we do not 
believe that collecting such data through 
surveys would be productive. We 
appreciate the commenter’s suggestion 
to adjust the CPI-U, such as by using 
subsets of services within the CPI-U, for 
productivity and will take this 
suggestion into consideration if we 
propose changes to the ASC update 
factor in the future. 

After consideration of the public 
comments we received, we are applying 
our established methodology for 
determining the final CY 2015 ASC 
conversion factor. Using more complete 
CY 2013 data for this final rule with 
comment period than were available for 
the proposed rule, we calculated a wage 
index budget neutrality adjustment of 
0.9998. Based on IGI’s 2014 third 
quarter forecast, the CPI-U for the 12- 
month period ending with the midpoint 
of CY 2015 is now projected to be 1.9 
percent, while the MFP adjustment (as 
discussed and finalized in the CY 2012 
MPFS final rule with comment period 





(76 FR 73300 through 73301)) is 0.5 
percent, resulting in an MFP-adjusted 
CPI-U update factor of 1.4 percent for 
ASCs that meet the quality reporting 
requirements. The final ASC conversion 
factor of $44.071, for ASCs that meet the 
quality reporting requirements, is the 
product of the CY 2014 conversion 
factor of $43.471 multiplied by the wage 
index budget neutrality adjustment of 
0.9998 and the MFP-adjusted CPI—-U 
payment update of 1.4 percent. For 
ASCs that do not meet the quality 
reporting requirements, we are reducing 
the CPI-U update of 1.9 percent by 2.0 
percentage points and then we are 
applying the 0.5 percentage point MFP 
reduction, resulting in a -0.6 percent 
quality reporting/MFP-adjusted CPI-U 
update factor. The final ASC conversion 
factor of $43.202 for ASCs that do not 
meet the quality reporting requirements 
is the product of the CY 2014 
conversion factor of $43.471 multiplied 
by the wage index budget neutrality 
adjustment of 0.9998 and the quality 
reporting/MFP-adjusted CPI-U payment 
update of — 0.6 percent. 


3. Display of CY 2015 ASC Payment 
Rates 


Addenda AA and BB to this CY 2015 
OPPS/ASC final rule with comment 
period (which are available via the 
Internet on the CMS Web site) display 
the final updated ASC payment rates for 
CY 2015 for covered surgical procedures 
and covered ancillary services, 
respectively. For those covered surgical 
procedures and covered ancillary 
services where the payment rate is the 
lower of the final rates under the ASC 
standard ratesetting methodology and 
the MPFS final rates, the final payment 
indicators and rates set forth in this rule 
are based on a comparison using the 
MPFS rates effective January 1, 2015. 
These payment rates and indicators do 
not include the effect of the negative 
update to the MPFS payment rates 
effective April 1, 2015 under current 
law. Updates to these rates and payment 
indicators effective April 1, 2015 will be 
included in the April 2015 quarterly 
ASC addenda posted on the CMS Web 
site. For a discussion of the MPFS rates, 
we refer readers to the CY 2015 MPFS 
final rule with comment period. The 
payment rates included in these 
addenda reflect the full ASC payment 
update and not the reduced payment 
update used to calculate payment rates 
for ASCs not meeting the quality 
reporting requirements under the 
ASCQR Program. These addenda 
contain several types of information 
related to the CY 2015 payment rates. 
Specifically, in Addendum AA, a ‘“Y” in 
the column titled “Subject to Multiple 
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Procedure Discounting” indicates that 
the surgical procedure will be subject to 
the multiple procedure payment 
reduction policy. As discussed in the 
CY 2008 OPPS/ASC final rule with 
comment period (72 FR 66829 through 
66830), most covered surgical 
procedures are subject to a 50-percent 
reduction in the ASC payment for the 
lower-paying procedure when more 
than one procedure is performed in a 
single operative session. Display of the 
comment indicator “CH” in the column 
titled ‘Comment Indicator’’ indicates a 
change in payment policy for the item 
or service, including identifying 
discontinued HCPCS codes, designating 
items or services newly payable under 
the ASC payment system, and 
identifying items or services with 
changes in the ASC payment indicator 
for CY 2015. Display of the comment 
indicator “NI” in the column titled 
“Comment Indicator’’ indicates that the 
code is new (or substantially revised) 
and that the payment indicator 
assignment is an interim assignment 
that is open to comment in the final rule 
with comment period. 

The values displayed in the column 
titled “CY 2015 Payment Weight”’ are 
the relative payment weights for each of 
the listed services for CY 2015. The 
payment weights for all covered surgical 
procedures and covered ancillary 
services whose ASC payment rates are 
based on OPPS relative payment 
weights were scaled for budget 
neutrality. Therefore, scaling was not 
applied to the device portion of the 
device-intensive procedures, services 
that are paid at the MPFS nonfacility PE 
RVU-based amount, separately payable 
covered ancillary services that have a 
predetermined national payment 
amount, such as drugs and biologicals 
and brachytherapy sources that are 
separately paid under the OPPS, or 
services that are contractor-priced or 
paid at reasonable cost in ASCs. 

To derive the CY 2015 payment rate 
displayed in the “CY 2015 Payment 
Rate’ column, each ASC payment 
weight in the “CY 2015 Payment 
Weight” column was multiplied by the 
CY 2015 conversion factor of $44.071. 
The conversion factor includes a budget 
neutrality adjustment for changes in the 
wage index values and the annual 
update factor as reduced by the 
productivity adjustment (as discussed in 
section XII.H.2.b. of this final rule with 
comment period). 

In Addendum BB, there are no 
relative payment weights displayed in 
the “CY 2015 Payment Weight” column 
for items and services with 
predetermined national payment 
amounts, such as separately payable 


drugs and biologicals. The “CY 2015 
Payment” column displays the CY 2015 
national unadjusted ASC payment rates 
for all items and services. The CY 2015 
ASC payment rates listed in Addendum 
BB for separately payable drugs and 
biologicals are based on ASP data used 
for payment in physicians’ offices in 
October 2014. 

Addendum E provides the HCPCS 
codes and short descriptors for surgical 
procedures that are to be excluded from 
payment in ASCs for FY 2015. 

We did not receive any public 
comments regarding the continuation of 
our policy to provide CY 2015 ASC 
payment information as detailed in 
Addenda AA and BB. Therefore, 
Addenda AA and BB to this final rule 
with comment period (which are 
available via the Internet on the CMS 
Web site) display the updated ASC 
payment rates for CY 2015 for covered 
surgical procedures and covered 
ancillary services, respectively, and 
provide additional information related 
to the CY 2015 rates. 


XIII. Hospital Outpatient Quality 
Reporting Program Updates 


A. Background 
1. Overview 


CMS seeks to promote higher quality 
and more efficient health care for 
Medicare beneficiaries. In pursuit of 
these goals, CMS has implemented 
quality reporting programs for multiple 
care settings including the quality 
reporting program for hospital 
outpatient care, known as the Hospital 
Outpatient Quality Reporting (OQR) 
Program, formerly known as the 
Hospital Outpatient Quality Data 
Reporting Program (HOP QDRP). The 
Hospital OQR Program has generally 
been modeled after the quality reporting 
program for hospital inpatient services 
known as the Hospital Inpatient Quality 
Reporting (IQR) Program (formerly 
known as the Reporting Hospital 
Quality Data for Annual Payment 
Update (RHQDAPU) Program). 

In addition to the Hospital IQR and 
Hospital OQR Programs, CMS has 
implemented quality reporting programs 
for other care settings that provide 
financial incentives for the reporting of 
quality data to CMS. These additional 
programs include reporting for care 
furnished by: 

e Physicians and other eligible 
professionals, under the Physician 
Quality Reporting System (PQRS, 
formerly referred to as the Physician 
Quality Reporting Program Initiative 
(PQRD); 

e Inpatient rehabilitation facilities, 
under the Inpatient Rehabilitation 





Facility Quality Reporting Program (IRF 
QRP); 

e Long-term care hospitals, under the 
Long-Term Care Hospital Quality 
Reporting (LTCHQR) Program; 

e PPS-exempt cancer hospitals, under 
the PPS-Exempt Cancer Hospital 
Quality Reporting (PCHQR) Program; 

e Ambulatory surgical centers, under 
the Ambulatory Surgical Center Quality 
Reporting (ASCQR) Program; 

e Inpatient psychiatric facilities, 
under the Inpatient Psychiatric Facility 
Quality Reporting (IPFQR) Program; 

e Home health agencies, under the 
Home Health Quality Reporting Program 
(HH QRP); and 

e Hospices, under the Hospice 
Quality Reporting Program. 

In addition, CMS has implemented 
two value-based purchasing programs, 
the Hospital Value-Based Purchasing 
(Hospital VBP) Program and the End- 
Stage Renal Disease (ESRD) Quality 
Incentive Program (QIP), that link 
payment to performance. 


In implementing the Hospital OQR 
Program and other quality reporting 
programs, we have focused on measures 
that have high impact and support 
national priorities for improved quality 
and efficiency of care for Medicare 
beneficiaries as reflected in the National 
Quality Strategy (NQS) and CMS 
Quality Strategy, as well as conditions 
for which wide cost and treatment 
variations have been reported, despite 
established clinical guidelines. To the 
extent possible under various 
authorizing statutes, our ultimate goal is 
to align the clinical quality measure 
requirements of our various quality 
reporting programs. As appropriate, we 
will consider the adoption of measures 
with electronic specifications to enable 
the collection of this information as part 
of care delivery. 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68467 through 68469) for 
a discussion on the principles 
underlying consideration for future 
measures that we intend to use in 
implementing this and other quality 
reporting programs. 


2. Statutory History of the Hospital OQR 
Program 


We refer readers to the CY 2011 
OPPS/ASC final rule with comment 
period (75 FR 72064 through 72065) for 
a detailed discussion of the statutory 
history of the Hospital OQR Program. 
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3. Measure Updates and Data 
Publication 


a. Maintenance of Technical 
Specifications for Quality Measures 


CMS maintains technical 
specifications for previously adopted 
Hospital OQR Program measures. These 
specifications are updated as we 
continue to develop the Hospital OQR 
Program. The manuals that contain 
specifications for the previously 
adopted measures can be found on the 
QualityNet Web site at: https:// 
www.gualitynet.org/dcs/Content 
Server?c=Page& pagename 
=QnetPublic%2FPage% 2FQnetTier2 
&cid=1196289981244. 

Many of the quality measures used in 
Medicare and Medicaid reporting 
programs are endorsed by the National 
Quality Forum (NQF). We note that not 
all of the measures adopted by the 
Hospital OQR Program are NQF- 
endorsed, nor is NQF endorsement a 
program requirement (section 
1833(t)(17)(C)(i) of the Act). As part of 
its regular maintenance process for 
endorsed performance measures, the 
NQF requires measure stewards 
(owners/developers) to submit annual 
measure maintenance updates and 
undergo maintenance of endorsement 
review every 3 years. In the measure 
maintenance process, the measure 
steward is responsible for updating and 
maintaining the currency and relevance 
of the measure and will confirm existing 
or minor specification changes with the 
NQF on an annual basis. The NQF 
solicits information from measure 
stewards for annual reviews, and it 
reviews measures for continued 
endorsement in a specific 3-year cycle. 

We note that the NQF’s annual or 
triennial maintenance processes for 
endorsed measures may result in the 
NQF requiring updates to measures in 
order to maintain endorsement status. 
Other non-NQF measures may undergo 
maintenance changes as well. We 
believe that it is important to have in 
place a subregulatory process to 
incorporate nonsubstantive updates into 
the measure specifications for measures 
that we have adopted for the Hospital 
OQR Program so that these measure 
specifications remain current. We also 
recognize that some changes to 
measures are substantive in nature and 
might not be appropriate for adoption 
using a subregulatory process. 

Therefore, in the CY 2013 OPPS/ASC 
final rule with comment period (77 FR 
68469 through 68470), we finalized our 
proposal to follow the same process for 
updating Hospital OQR Program 
measures that we adopted for the 
Hospital IQR Program measures, 


including the subregulatory process for 
making updates to the adopted 
measures (77 FR 53504 through 53505). 
This process expanded upon the 
subregulatory process for updating 
measures that we finalized in the CY 
2009 OPPS/ASC final rule with 
comment period (73 FR 68766 through 
68767). 


b. Public Display of Quality Measures 


We refer readers to the CY 2014 
OPPS/ASC proposed rule (78 FR 43645) 
for a discussion of our policy for the 
publication of Hospital OQR Program 
data on the Hospital Compare Web site 
and noninteractive CMS Web sites. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41033), we did not propose 
any changes to our policies on the 
public display of quality measures. 

Comment: One commenter urged 
CMS to continue to keep stakeholders 
such as physicians, hospitals, measure 
developers, and patient groups engaged 
in public reporting to ensure that 
accurate and beneficial reporting is 
performed. This commenter encouraged 
CMS to establish streamlined policies 
and procedures for partnering with 
nongovernmental entities that have an 
interest in posting data through ongoing 
communication with these stakeholders, 
including the rulemaking process. 

Response: We interpret the 
commenter’s suggestion to“. . . 
establish streamlined policies and 
procedures for partnering with 
nongovernmental entities that have an 
interest in posting data. . .”’ to mean 
that we should establish streamlined 
policies and procedures to partner with 
physicians, hospitals, measure 
developers, and patient groups that 
wish to be involved in our quality data 
reporting efforts. To the extent feasible 
and practical, we work with as many 
stakeholders as possible to ensure data 
are accurately reported and displayed 
on Hospital Compare and other CMS 
Web sites. In the future, we will 
continue working with stakeholders to 
consolidate and streamline reporting. 


B. Process for Retention of Hospital 
OQR Program Measures Adopted in 
Previous Payment Determinations 


In the CY 2013 OPPS/ASC final rule 
with comment period (77 FR 68471), we 
finalized a policy that once a quality 
measure is adopted for the Hospital 
OQR Program, it is retained for use in 
subsequent years unless otherwise 
specified. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41033), we did not propose 
any changes to the process for retaining 
measures previously adopted. 


C. Removal of Quality Measures From 
the Hospital OQR Program Measure Set 


1. Considerations in Removing Quality 
Measures From the Hospital OQR 
Program 

In the FY 2010 IPPS/LTCH PPS final 
rule, we finalized a process for 
immediate retirement, which we later 
termed “removal” (74 FR 43863), of 
Hospital IQR Program measures based 
on evidence that the continued use of 
the measure as specified raised patient 
safety concerns. We adopted the same 
immediate measure retirement policy 
for the Hospital OQR Program in the CY 
2010 OPPS/ASC final rule with 
comment period (74 FR 60634 through 
60635). We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68472 through 68473) for 
a discussion of our reasons for changing 
the term “‘retirement”’ to “removal”’ in 
the Hospital OQR Program. 

In the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50185), we finalized a set of 
criteria for determining whether to 
remove measures from the Hospital IQR 
Program. These criteria are: (1) Measure 
performance among hospitals is so high 
and unvarying that meaningful 
distinctions and improvements in 
performance can no longer be made 
(‘‘topped-out’’ measures); (2) 
performance or improvement on a 
measure does not result in better patient 
outcomes; (3) a measure does not align 
with current clinical guidelines or 
practice; (4) the availability of a more 
broadly applicable (across settings, 
populations, or conditions) measure for 
the topic; (5) the availability of a 
measure that is more proximal in time 
to desired patient outcomes for the 
particular topic; (6) the availability of a 
measure that is more strongly associated 
with desired patient outcomes for the 
particular topic; and (7) collection or 
public reporting of a measure leads to 
negative unintended consequences such 
as patient harm. These criteria were 
suggested through public comment on 
proposals for the Hospital IQR Program, 
and we determined that these criteria 
are also applicable in evaluating the 
Hospital OQR Program quality measures 
for removal. 

In the CY 2013 OPPS/ASC final rule 
with comment period (77 FR 68472 
through 68473), we finalized our 
proposal to apply these measure 
removal criteria in the Hospital OQR 
Program as well. In addition to the 
Hospital IQR Program’s criteria, we 
consider eliminating measure 
redundancy and incorporating the views 
of the Measure Applications Partnership 
(MAP) when evaluating measures for 
removal. 
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2. Criteria for Removal of ‘““Topped-Out”’ 
Measures 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41033 through 41034), we 
proposed to refine the criteria for 
determining when a measure is 
“topped-out.’’ We had previously 
finalized that a measure is “topped-out”’ 
when measure performance among 
hospitals is so high and unvarying that 
meaningful distinctions and 
improvements in performance can no 
longer be made (‘‘topped-out”’ measures) 
(77 FR 68472). We do not believe that 
measuring hospital performance on 
‘“topped-out”’ measures provides 
meaningful information on the quality 
of care provided by hospitals. We 
further believe that quality measures, 
once “‘topped-out,” represent care 
standards that have been widely 
adopted by hospitals. We believe such 
measures should be considered for 
removal from the Hospital OQR Program 
because their associated reporting 
burden may outweigh the value of the 
quality information they provide. 

In order to determine ‘‘topped-out”’ 
status, we proposed to apply the 
following two criteria, the first of which 
was previously adopted by the Hospital 
VBP Program for certain measures in the 
Hospital Inpatient VBP Program final 
rule (76 FR 26510). The second criterion 
is a modified version of what was 
previously adopted by the Hospital VBP 
Program in the above mentioned final 
rule (76 FR 26510), with the change 
from the ‘‘less than’”’ operator (<) to the 
“less than or equal to”’ operator (S). 
Specifically, we proposed that a 
measure under the Hospital OQR 
Program is “topped-out”’ when it meets 
both of the following criteria: 

e Statistically indistinguishable 
performance at the 75th and 90th 
percentiles; and 

e A truncated coefficient of variation 
less than or equal to 0.10. 

To identify if a measure has 
statistically indistinguishable 
performance at the 75th and 90th 
percentiles, we would determine 
whether the difference between the 75th 
and 90th percentiles for a measure is 
within two times the standard error of 
the full dataset. The coefficient of 
variation (CV) is a descriptive statistic 
that expresses the standard deviation as 
a percentage of the sample mean; this 
provides a statistic that is independent 
of the units of observation. Applied to 
this analysis, a large CV would indicate 
a broad distribution of individual 
hospital scores, with large and 
presumably meaningful differences 
between hospitals in relative 
performance. A small CV would 





indicate that the distribution of 
individual hospital scores is clustered 
tightly around the mean value, 
suggesting that it is not useful to draw 
distinctions among individual hospitals’ 
measure performance. The truncated CV 
excludes observations with rates below 
the 5th percentile and above the 95th 
percentile. We adopted the second of 
these ‘‘topped-out”’ criteria for the 
Hospital VBP Program (79 FR 50055). 
Both criteria were adopted for the 
Hospital IQR Program (79 FR 50204) 
and are being adopted for the ASCQR 
Program (section XIV.A.3. of this final 
rule with comment period). 

We invited public comment on this 
proposal. 

Comment: Many commenters 
supported CMS’ proposed criteria for 
identifying ‘‘topped-out’’ measures. 
Some commenters recommended that 
CMS proceed cautiously, expressing 
concern that removal of measures could 
disrupt hospitals’ quality improvement 
efforts. Some commenters believed there 
is value in collecting data on some 
topped-out measures, regardless of 
national performance scores. Other 
commenters urged CMS to assess the 
topped-out measures individually and 
in a broader context before removing 
them. 

Response: We agree that, in some 
cases, measures that are quantitatively 
“topped-out”’ may still be appropriate if, 
for example, the specified care topic is 
important to providers and/or 
beneficiaries or if some classes or some 
hospitals may still have room for 
improvement with the measure. We 
recognize that some measures may not 
be appropriate for the topped-out 
analysis, including measures of 
outcomes for which small numbers are 
desired (for example, hospital-acquired 
infection and patient safety oriented 
measures). We note that ‘‘topped-out”’ 
status is only one of many factors we 
consider in removing measures. We 
consider the removal of each topped-out 
measure on a case-by-case basis, as 
appropriate, and determine whether a 
clinical or other quality improvement 
need for the measure justifies the 
retention of a topped-out measure that 
otherwise meets our criteria. We refer 
readers to III.C.1. of this final rule with 
comment period, “Considerations in 
Removing Quality Measures from the 
Hospital OQR Program,” for a 
discussion of the different factors we 
consider in removing measures. 

Comment: Many commenters urged 
CMS to continue monitoring 
performance on ‘‘topped-out’’ measures 
to ensure that high performance 
continues and that quality gains are 
sustained. 


Response: We expect hospitals to 
always follow appropriate standards-of- 
care and clinical guidelines regardless 
of whether a quality measure exists. We 
believe that HOPDs are committed to 
providing quality care to patients and 
we do not have any indication that 
HOPDs will stop doing so when 
measures are removed. We currently 
monitor the performance of removed 
measures to ensure that performance 
does not decline significantly and will 
continue to do so. However, we must 
balance the costs of continued 
monitoring of a successful measure with 
high levels of performance with the 
adoption of other measures where there 
are opportunities for improvement in 
clinical quality. 

At this time, we believe the two 
finalized topped-out criteria will ensure 
the detection of potential topped-out 
measures that have high performance 
with little variability. However, we will 
consider the need for refinement and, if 
we determine changes may be 
necessary, we will propose such 
changes in future rulemaking. 

After consideration of the public 
comments we received, we are 
finalizing the “‘topped-out”’ criteria as 
proposed. Specifically, we are finalizing 
a policy that a measure under the 
Hospital OQR Program is ‘“‘topped-out” 
when it meets both of the following 
criteria: (1) Statistically 
indistinguishable performance at the 
75th and 90th percentiles; and (2) a 
truncated coefficient of variation less 
than or equal to 0.10. To identify if a 
measure has statistically 
indistinguishable performance at the 
75th and 90th percentiles, we will 
determine whether the difference 
between the 75th and 90th percentiles 
for a measure is within two times the 
standard error of the full dataset. 
However, consistent with our 
discussion above at XIII.C.1. of this final 
rule with comment period, 
“Considerations in Removing Quality 
Measures from the Hospital OQR 
Program,” we evaluate different factors 
in considering the removal of measures. 
We will assess the benefits of retaining 
a measure on a case-by-case basis before 
proposing to remove a measure from the 
Hospital OQR Program. 


3. Removal of Measures From the 
Hospital OQR Program for the CY 2017 
Payment Determination and Subsequent 
Years 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41034), we proposed to 
remove three measures for the CY 2017 
payment determination and subsequent 
years: OP-4, OP-6, and OP-—7. Based on 
our analysis of Hospital OQR Program 
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chart-abstracted measure data for 
January 1, 2013-June 30, 2013 (Q1-Q2) 
encounters, the following measures met 
both: (1) The previously finalized 
criteria for being ‘‘topped-out”’; that is, 
measure performance among hospitals 
is so high and unvarying that 
meaningful distinctions and 
improvements in performance can no 
longer be made (77 FR 68472); and (2) 
the two criteria we finalized in section 
XIILC.2. of this final rule with comment 
period for determining “‘topped-out”’ 
status. These measures are: 

e OP-4: Aspirin at Arrival (NQF 
# 0286); 

e OP-6: Timing of Antibiotic 
Prophylaxis; and 

e¢ OP-7: Prophylactic Antibiotic 
Selection for Surgical Patients (NQF 
# 0528). 

Therefore, we proposed to remove 
these three measures from the Hospital 
OQR Program beginning with the CY 
2017 payment determination. 

We believed that removal was 
appropriate as there appeared little 
room for improvement for these 
measures, all of which address 
standards of clinical care. In addition, 
by removing these measures, we hoped 
to alleviate the maintenance costs and 
administrative burden to hospitals 
associated with retaining them. Should 
we determine that hospital adherence to 
these practices has unacceptably 
declined, we stated that we would re- 
propose these measures in future 
rulemaking. In addition, we would 
comply with any requirements imposed 
by the Paperwork Reduction Act before 
reinstituting these measures. We noted 
that we removed three measures under 
the Hospital IQR Program similar to 
these measures; the similar measures 
were AMI-1, SCIP-—Inf—1, and SCIP—Inf-— 
2, respectively. We note that we 
retained SCIP—Inf—1 and SCIP-—Inf—2 as 
voluntarily reported electronic clinical 
quality measures in the Hospital IQR 
Program (79 FR 50208). 

We invited public comment on these 
proposals. 

Comment: Many commenters 
supported the proposal to remove OP— 
4, OP-6, and OP-7, noting that the 
removal would reduce administrative 
burden on hospitals. Some commenters 
specifically supported the removal of 
these measures to align with the 
Hospital IQR Program. One commenter 
recommended the removal of the three 
proposed topped-out measures effective 
January 2015, to reduce administrative 
burden for hospitals. 

Response: We thank the commenters 
for their support. We continue to look 
for ways to minimize burden as we 
pursue the quality objectives of the 


Hospital OQR Program. We agree that 
quality of care measures should be 
aligned across our quality reporting and 
value-based purchasing programs to the 
extent possible. The patient encounter 
period for the CY 2017 payment 
determination is January 1, 2015 
through December 31, 2015. Thus, for 
patient encounters beginning January 1, 
2015, hospitals would not be required to 
submit data on any measures that we are 
finalizing for removal as discussed 
below. 

Comment: Some commenters inquired 
about the criteria for resuming data 
collection for measures that are removed 
from the Hospital OQR Program. One 
commenter recommended that CMS 
establish a process, similar to the one 
used by NQF, to place a measure in 
“reserve status” for some time after the 
measure is determined to be ‘“‘topped- 
out” to ensure no “backsliding”’ has 
occurred. Another commenter suggested 
that CMS consider sampling hospitals 
on their performance on these removed 
measures to ensure continued high 
performance on these measures. 

Response: We thank the commenters 
for their suggestions to monitor topped- 
out measures for continued high 
performance and we understand their 
concerns of backsliding. Should we 
determine that hospital adherence to 
these practices has unacceptably 
declined; we would propose to reinstate 
the measure in future rulemaking to 
resume data collection. We expect 
hospitals to always follow appropriate 
standards-of-care and clinical guidelines 
in exercising positive interventions, 
regardless of whether a measure is 
removed. 

Comment: Some commenters urged 
CMS to retain OP—4 for voluntary 
reporting. Some commenters opposed 
the removal of OP—4, noting that this 
measure provides incentives for better 
care and improves patient outcomes, 
and the data help Medicare beneficiaries 
make informed choices about their 
health care options. One commenter 
recommended that CMS not remove 
OP—4 until there are at least 2 years of 
continued high performance data. 

Response: We agree with the 
commenters that OP4 should be 
retained. Upon further analysis, we have 
found that, although technically 
“topped-out,” the rate distributions for 
OP-—4 indicate that hospitals with a 
small number of cases have lower rates. 
Because performance for OP—4 is still 
low in some hospitals, and there is 
substantial evidence indicating that 
aspirin at arrival is associated with 
better patient outcomes, we are not 
finalizing our proposal to remove OP-4. 


Comment: Some commenters opposed 
the removal of OP—6 and OP-7, noting 
that the removal of these measures may 
cause unnecessary harm to surgical 
patients. One commenter recommended 
that CMS not remove OP-6 and OP-—7 
until there are at least 2 years of 
continued high performance data. 

Response: We thank the commenters 
for expressing their concerns. Our 
proposed criteria for topped-out 
measures did not include a timeframe 
for sustained statistical performance; 
however, we will take this suggestion 
into consideration for future 
rulemaking. Based on our topped-out 
analysis, both OP-6 and OP-7 are 
“topped-out” across hospitals, and we 
do not believe that removal of these two 
measures would cause unnecessary 
harm to surgical patients because our 
data show that hospital performance on 
OP-6 and OP-7 is high and unvarying, 
indicating that HOPDs have been in 
compliance with OP-6 in exercising the 
correct timing as well as with OP-7 in 
administering the appropriate antibiotic 
for surgical patients. In addition, unlike 
OP -4, we did not see indications in the 
measure distributions for OP—6 and OP- 
7 that imply outlier hospitals with a 
small number of cases have statistically 
significantly lower rates. Therefore, this 
leads us to believe that removal of these 
two measures would not cause 
unnecessary harm to surgical patients. 
Because our data indicate that hospital 
performance on OP-6 and OP-7 is high 
and unvarying, we believe the costs 
associated with the maintenance of our 
administrative systems and the costs to 
hospitals to continue reporting 
outweigh the benefits of retaining of 
these measures in the Hospital OQR 
Program. We expect hospitals to follow 
appropriate standards-of-care and 
clinical guidelines in exercising positive 
interventions, regardless of whether a 
measure is removed. Therefore, as noted 
below, we are finalizing our proposal to 
remove the OP—6 and OP—7 measures 
and will continue to monitor clinical 
trends and repropose these measures if 
we see the performance gap widening. 

Comment: One commenter noted that, 
beginning with CY 2015 reporting, 
hospitals will be required to report a 
new element (Rectal Culture-Guided 
Antibiotic) for OP—7. The commenter 
requested clarification because CMS 
proposed to remove this measure. 

Response: We clarify that, as stated 
above, we are removing OP-7 from the 
Hospital OQR Program beginning with 
the CY 2017 payment determination. 
The patient encounter period for the CY 
2017 payment determination is January 
1, 2015 through December 31, 2015. 
Therefore, beginning with CY 2015 
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patient encounters, hospitals are not 
required to submit Rectal Culture- 
Guided Antibiotic data or other data for 


OP-7. 


After consideration of the public 
comments we received and for the 
reasons we discussed above, we are 
finalizing our proposal to remove OP-6 
and OP-7 from the Hospital OQR 


rule with comment period (77 FR 
68482), and the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75111 through 75112) for more 
information about OP—4 and the data 
submission requirements. Set out in the 
table below are the measures we are 
removing for the CY 2017 payment 
determination and subsequent years. 


Program as proposed. However, we are 
not finalizing our proposal to remove 
OP—4 and are retaining that measure in 
the Hospital OQR Program for reasons 
discussed above. Hospitals are to report 
data on OP—4 as previously required. 
We refer readers to the CY 2008 OPPS/ 
ASC final rule with comment period (FR 
72 66865), the CY 2013 OPPS/ASC final 


HOSPITAL OQR PROGRAM MEASURES REMOVED FOR THE CY 2017 PAYMENT DETERMINATION AND SUBSEQUENT YEARS 


NQF # 


D. Quality Measures Previously Adopted finalized a policy that, beginning CY 
for the CY 2016 Payment Determination 
and Subsequent Years 

As previously discussed, in the CY 
2013 OPPS/ASC final rule with 
comment period (77 FR 68471), we 


Measure 


OP-6: Timing of Prophylactic Antibiotics 
OP-7: Prophylactic Antibiotic Selection for Surgical Patients 


remove, suspend, or replace the 
measures. The table below lists 27 
measures that we adopted for the CY 
2016 payment determination and 
subsequent years under the Hospital 
OQR Program. 


2013, when we adopt measures for the 
Hospital OQR Program, these measures 
are automatically adopted for all 
subsequent years’ payment 
determinations, unless we propose to 


HOSPITAL OQR PROGRAM MEASURE SET PREVIOUSLY ADOPTED FOR THE CY 2016 PAYMENT DETERMINATION AND 


*OP-26: 





SUBSEQUENT YEARS 
Measure name 


OP-1: 
OP-2: 
OP-3: 
OP-4: 
OP-5: 
OP-6: 
OP-7: 


Median Time to Fibrinolysis 

Fibrinolytic Therapy Received Within 30 Minutes of ED Arrival **** 

Median Time to Transfer to Another Facility for Acute Coronary Intervention 

Aspirin at Arrival 

Median Time to ECG 

Timing of Prophylactic Antibiotics ** 

Prophylactic Antibiotic Selection for Surgical Patients ** 

OP-8: MRI Lumbar Spine for Low Back Pain 

OP-9: Mammography Follow-up Rates 

OP-10: Abdomen CT—Use of Contrast Material 

OP-11: Thorax CT—Use of Contrast Material 

OP-12: The Ability for Providers with HIT to Receive Laboratory Data Electronically Directly into their ONC-Certified EHR System 
as Discrete Searchable Data 

OP-13: Cardiac Imaging for Preoperative Risk Assessment for Non Cardiac Low Risk Surgery 

OP-14: Simultaneous Use of Brain Computed Tomography (CT) and Sinus Computed Tomography (CT) 

OP-15: Use of Brain Computed Tomography (CT) in the Emergency Department for Atraumatic Headache 

OP-17: Tracking Clinical Results between Visits 

OP-18: Median Time from ED Arrival to ED Departure for Discharged ED Patients 

OP-20: Door to Diagnostic Evaluation by a Qualified Medical Professional 

OP-21: Median Time to Pain Management for Long Bone Fracture 

OP-22: ED—Left Without Being Seen **** 

OP-23: ED—Head CT or MRI Scan Results for Acute Ischemic Stroke or Hemorrhagic Stroke who Received Head CT or MRI 
Scan Interpretation Within 45 minutes of Arrival 

OP-25: Safe Surgery Checklist Use 

OP-26: Hospital Outpatient Volume on Selected Outpatient Surgical Procedures * 

OP-27: Influenza Vaccination Coverage among Healthcare Personnel 

OP-29: Endoscopy/Polyp Surveillance: Appropriate Follow-up Interval for Normal Colonoscopy in Average Risk Patients 

OP-30: Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a History of Adenomatous Polyps—Avoidance of 


Inappropriate Use 
OP-31: Cataracts—Improvement in Patient’s Visual Function within 90 Days Following Cataract Surgery 


HCPCS 


nae 


Procedure categories and corresponding codes are located at: http://qualitynet.org/dcs/ 


BlobServer?blobkey=id&blobnocache=true&blobwhere= 1228889963089&blobheader=multipart%2F octet-stream&blobheadername 1=Content-Dis- 
position& blobheadervalue 1=attachment%3Bfilename%3D 1r_ OP26MIF_v+6+0b.pdf&blobcol=urldata&blobtable=MungoBlobs. 
** Measures removed beginning with the CY 2017 payment determination, as set forth in section XIII.D.3.b. of this final rule with comment pe- 


riod. 


*** Measure collected voluntarily, as set forth in section XIII.D.3.b. of this final rule with comment period. 


**** Name has been updated to correspond with NQF-endorsed name. 


Comment: Some commenters 
expressed views on previously adopted 
Hospital OQR Program measures. Some 


measure specifications for some 
measures. Several commenters asked 
CMS to consider removing previously 


commenters were supportive of 
previously adopted measures, and some 
commenters recommended changing 
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adopted measures from the Hospital 
OQR Program, specifically, OP—9, OP- 
10, OP—14, OP—15, OP—20, OP—22, and 
OP-25, because these measures are no 
longer NQF-endorsed, are not 
recommended by the MAP, or are 
deemed unsuitable for public reporting. 

Response: Because we did not 
propose to remove OP—9, OP—10, OP— 
14, OP-15, OP-20, OP—22, or OP—25 
from the Hospital OQR Program, change 
their measure specifications, or discuss 
the related MAP recommendations in 
the CY 2015 OPPS/ASC proposed rule, 
these comments are beyond the scope of 
the proposed rule. Therefore, we are not 
changing the status of any of the 
measures referred to by commenters. 
However, we will take into 
consideration commenters’ concerns 
regarding these measures for future 
rulemaking. 

Regarding removal of measures from 
the Hospital OQR Program based upon 
NQF endorsement, we focus on 
measures appropriate to the specific 
provider category that reflect the level of 
care and the most important areas of 
service and measures for that provider 
category. Section 1833(t)(17)(C)(i) of the 
Act requires the Secretary to ‘develop 
measures that the Secretary determines 
to be appropriate for the measurement 
of the quality of care (including 
medication errors) furnished by 
hospitals in outpatient settings and that 
reflect consensus among affected parties 
and, to the extent feasible and 
practicable, shall include measures set 
forth by one or more national consensus 
building entities.” This provision does 
not require that the measures we adopt 
for the Hospital OQR Program be 
endorsed by any particular entity, and 
we believe that consensus among 
affected parties can be achieved by 
means other than endorsement by a 
national consensus building entity, 
including through the measure 
development process, through broad 
acceptance and use of the measure(s), 
and through public comment. 

At this time, we continue to believe 
there is value in collecting and reporting 
these measures, but we can consider 
removal in future rulemaking. We thank 
the commenters for the measure 
suggestions and will share them with 
measure stewards. 


1. Data Submission Requirements for 
OP-27: Influenza Vaccination Coverage 
Among Healthcare Personnel (NQF # 
0431) Reported via NHSN for the CY 
2017 Payment Determination and 
Subsequent Years 


The Influenza Vaccination Coverage 
among Healthcare Personnel (HCP) 
(NQF # 0431) was finalized for the 


Hospital OQR Program in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75097 through 75099). We 
refer readers to the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75116 through 75117) for a discussion 
of the previously finalized data 
submission requirements for this 
measure. This measure was previously 
finalized for the Hospital IQR Program 
in the FY 2012 IPPS/LTCH PPS final 
rule (76 FR 51631). In the CY 2015 
OPPS/ASC proposed rule (79 FR 41035), 
we made two clarifications: (1) 
correcting the previously stated 
submission deadline; and (2) clarifying 
that hospitals should report the 
Influenza Vaccination Coverage among 
HCP (NQF # 0431) measure by CMS 
Certification Number (CCN) rather than 
separately reporting for both the 
inpatient and outpatient setting. 


a. Clarification of Submission Deadline 
and Data Submitted 


We noted that there was a 
typographical error in our discussion in 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75116 through 
75117), and we proposed to remedy that 
error in the proposed rule. Specifically, 
we stated that the deadline for hospitals 
to submit NHSN hospital-acquired 
infection (HAI) measure collection data 
would be “May 15, 2015, with respect 
to the October 1, 2015 through March 
31, 2015 encounter period” (78 FR 
75117). In the CY 2015 OPPS/ASC 
proposed rule, we clarified that the 
beginning of the encounter period 
should be “October 1, 2014”’ instead of 
“October 1, 2015.” In addition, we 
clarified that the data to be submitted 
are more specifically referred to as 
“Healthcare Personnel (HCP) Influenza 
Vaccination summary reporting data”’ 
instead of “HAI measure collection 
data.”’ 


Comment: Commenters supported the 
CMS clarification of the reporting 
deadline for OP—27 because this 
deadline will align the reporting for 
both inpatient and outpatient settings. 


Response: We thank commenters for 
their support. We agree that measures 
should be aligned across our quality 
reporting and value-based purchasing 
programs to the extent possible. 


As stated above, we are clarifying that 
the beginning of the encounter period is 
October 1, 2014, and that the data to be 
submitted are ‘Healthcare Personnel 
Influenza Vaccination summary 
reporting data” instead of ‘HAI measure 
collection data.”’ 


b. Clarification on Reporting by CMS 
Certification Number (CCN) 


We received public comment about 
the burden of separately collecting HCP 
influenza vaccination status for both the 
hospital inpatient and outpatient 
settings (78 FR 75098). We believe that 
reporting a single vaccination count for 
each health care facility enrolled in 
NHSN will be less burdensome to 
facilities. Therefore, in response to these 
concerns, we collaborated with CDC and 
clarified in an Operational Guidance 
document that, beginning with the 
2014-2015 influenza season (CY 2014 
reporting period and CY 2016 payment 
determination), facilities will report 
data to NHSN by enrolled facility (also 
known as OrgID). CDC will then 
translate and submit the data to CMS on 
behalf of the facilities by CCN.! The 
CDC also has produced an Operational 
Guidance document regarding reporting 
for this measure, which can be found at: 
http://www.cdc.gov/nhsn/PDFs/HCP/ 
Operational-Guidance-ACH-HCP- 
Flu.pdf. 

Reporting data in this way will allow 
health care facilities with multiple care 
settings to simplify data collection and 
submit a single count applicable across 
the inpatient and outpatient settings. 

We will then publicly report the 
percentage of HCP who received an 
influenza vaccination per CCN. This 
single count per CCN will inform the 
public of the percentage of vaccinated 
HCP at a particular healthcare facility, 
which would still provide meaningful 
data and help to improve the quality of 
care. Specific details on data submission 
for this measure can be found at: http:// 
www.cdc.gov/nhsn/acute-care-hospital/ 
hep-vaccination/ and at: http:// 
www.cdc.gov/nhsn/acute-care-hospital/ 
index.html. This clarification was also 
noted in the FY 2015 IPPS/LTCH PPS 
final rule for the Hospital IQR Program 
(79 FR 50217). 

Comment: Many commenters 
supported CMS’ guidance allowing 
hospitals to report OP—27 for both the 
inpatient and outpatient settings using 
one single count because it provides a 
clearer picture of vaccination rates, 
reduces provider burden, and aligns the 
inpatient and outpatient settings. Some 
commenters, however, requested further 
clarification on this guidance because 
the Hospital IQR Program clarified in 
the FY 2015 IPPS/LTCH PPS final rule 
that hospitals “should report a single 
count per enrolled facility, and not 
CCN” and that facilities should “collect 


1 We erroneously referred to ‘‘CNN” in the CY 
2015 OPPS/ASC proposed rule (79 FR 41035). We 
have corrected that reference in this final rule with 
comment period to “CCN.” 
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and submit a single vaccination count 
for each health care facility enrolled in 
NHSN by facility OrgID.”’ 

Response: We thank commenters for 
their support of the guidance issued. 
Consistent with the Hospital IQR 
Program in the FY 2015 IPPS/LTCH PPS 
final rule (79 FR 50217), for OP—27, 
hospitals should report a single count 
per enrolled facility (by OrgID), and not 
per CCN. We require facilities to collect 
and submit a single vaccination count 
for each health care facility enrolled in 
NHSN by facility OrgID. 

Comment: One commenter was 
concerned that viewers of Hospital 
Compare will not understand that the 
measure entails data in both hospital 
inpatient and outpatient settings. The 
commenter believed this would create 
confusion among consumers and 
misinform their decision-making. 

Response: We thank the commenter 
for its concern. However, we do not 
agree that reporting a single vaccination 
count for each enrolled health care 
facility will cause confusion. We believe 
that it will be easier for consumers to 
understand the influenza vaccination 
rate of a hospital as a whole when we 
combine data for both the inpatient and 
outpatient settings, and we believe the 
measure is important enough for it to be 
implemented in both the inpatient and 
outpatient settings. 

As stated above, we clarify that, 
consistent with the Hospital IQR 
Program and CDC Operational 
Guidance, hospitals should report to 
NHSN a single count per enrolled 
facility by the facility OrgID. 


2. Delayed Data Collection for OP—29 
and OP-30 


In the CY 2014 OPPS/ASC final rule 
with comment period, we adopted OP- 
29: Endoscopy/Polyp Surveillance: 
Appropriate Follow-up Interval for 
Normal Colonoscopy in Average Risk 
Patients (NQF # 0558) (78 FR 75102) 
and OP-30: Endoscopy/Polyp 
Surveillance: Colonoscopy Interval for 
Patients with a History of Adenomatous 
Polyps—Avoidance of Inappropriate 
Use (NQF # 0659) (78 FR 75102), both 
chart-abstracted measures, and 
proposed that aggregate data would be 
collected via an online Web-based tool 
(the QualityNet Web site) beginning 
with the CY 2016 payment 
determination. We finalized that, for the 
CY 2016 payment determination, 
hospitals would be required to submit 
aggregate-level encounter data between 
July 1, 2015 and November 1, 2015 for 
data collected during January 1, 2014 
through December 31, 2014 (78 FR 
75114). 





On December 31, 2013, we issued 
guidance stating that we would delay 
the implementation of OP—29 and OP- 
30 for 3 months for the CY 2016 
payment determination, changing the 
encounter period from January 1, 2014 
through December 31, 2014 to April 1, 
2014 through December 31, 2014 
(https://www.qualitynet.org/dcs/Content 
Server?c=Page&pagename=QnetPublic 
% 2F Page %2F Qnet Tier3&cid= 
1228772854917). The data submission 
window for data collected from April 1, 
2014 through December 31, 2014 is still 
July 1, 2015 through November 1, 2015. 
The data submission windows and the 
encounter periods for subsequent years 
remain as previously finalized (78 FR 
75114); hospitals are to submit Web- 
based data between July 1 and 
November 1 of the year prior to a 
payment determination with respect to 
the encounter period of January 1 to 
December 31 of 2 years prior to a 
payment determination year. 

Comment: Several commenters noted 
their support for efforts to limit the 
overuse of colonoscopies, but expressed 
concern that OP—29 and OP-30 are 
burdensome because they are chart- 
abstracted measures, have not been 
specified or tested at the facility level, 
and are measures of physician quality 
rather than facility quality. Another 
commenter stated that these measures 
are not yet meaningful due to low 
sample sizes and the lack of 
specifications detailed with algorithms 
for the measures. 

Response: We have previously 
responded to the commenters’ concerns 
that the measure is not specified or 
tested at the facility level and is a 
measure of physician quality rather than 
facility quality. We refer readers to our 
responses in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75099 through75103) where we 
finalized these measures. We continue 
to believe the measures are suitable for 
HOPDs based on the reasons we 
discussed in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75100 through 75102). In addition, we 
understand the commenters’ concerns 
regarding the administrative effort 
associated with chart-abstraction. We 
will continue to examine options for 
less burdensome reporting mechanisms 
for these and other program measures in 
the future. 

Comment: Many commenters 
supported CMS’ delayed collection of 
OP-29 and OP-30, but requested 
specific rationale for the delay. 

Response: Based on feedback from 
stakeholders, we believed it would be 
too burdensome to require hospitals to 
implement OP—29 and OP-30 by 


January 1, 2014 since these measures 
could require coordination with other 
physicians (78 FR 75113). 
Consequently, we delayed the data 
collection period until April 1, 2014. 
We believe that this 3-month period was 
sufficient to allow hospitals to put the 
necessary mechanisms in place to 
collect these data. 


3. OP-31: Cataracts—Improvement in 
Patient’s Visual Function within 90 
Days Following Cataract Surgery 


In the CY 2014 OPPS/ASC final rule 
with comment period, we adopted OP— 
31 Cataracts—Improvement in Patient’s 
Visual Function within 90 Days 
Following Cataract Surgery (NQF # 
1536) for the CY 2016 payment 
determination and subsequent years (78 
FR 75103). This measure assesses the 
rate of patients 18 years and older (with 
a diagnosis of uncomplicated cataract) 
in a sample who had improvement in 
visual function achieved within 90 days 
following cataract surgery based on 
completing both a pre-operative and 
post-operative visual function survey. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41036), we: (1) Corrected 
our response to public comments, (2) 
noted our decision to delay data 
collection for the CY 2016 payment 
determination, and (3) proposed 
voluntary data collection for the CY 
2017 payment determination and 
subsequent years for OP—31: Cataracts: 
Improvement in Patient’s Visual 
Function within 90 Days Following 
Cataract Surgery (NQF # 1536). 


a. Correction of Response to Public 
Comments 


In the CY 2014 OPPS/ASC final rule 
with comment period, we stated, in 
response to commenters concerned that 
the proposed chart-abstracted measures 
had not been field-tested, that ‘‘all three 
measures that we are finalizing . . . were 
field-tested in the HOPD facility setting 
by the measure stewards. These three 
measures are: (1) Endoscopy/Polyp 
Surveillance: Appropriate Follow-Up 
Interval for Normal Colonoscopy in 
Average Risk Patients (NQF # 0658); (2) 
Endoscopy/Polyp Surveillance: 
Colonoscopy Interval for Patients with a 
History of Adenomatous Polyps— 
Avoidance of Inappropriate Use (NQF # 
0659); and (3) [OP—31] Cataracts: 
Improvement in Patient’s Visual 
Function within 90 Days Following 
Cataract Surgery (NQF # 1536)” (78 FR 
75099 through 75100). 

We inadvertently misstated that the 
OP-31: Cataracts: Improvement in 
Patient’s Visual Function within 90 
Days Following Cataract Surgery (NQF # 
1536) had been field-tested in the HOPD 
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setting, and we are clarifying here that 
this measure has not been field-tested in 
that setting. However, we note that, in 
considering and selecting this measure, 
we took into account other principles or 
factors, including: NQS goals, type of 
measure, HHS Strategic Plan and 
Initiatives, NQF endorsement, MAP 
support, stakeholder input, alignment 
with quality goals and settings, 
relevance, utility, and burden. More 
information about these principles can 
be found in the CY 2014 OPPS/ASC 
proposed rule and final rule with 
comment period (78 FR 43643 through 
43644) and in the CY 2013 OPPS/ASC 
final rule with comment period (77 FR 
68467 through 68468). 


b. Delayed Data Collection for OP—31 
and Exclusion From the CY 2016 
Payment Determination Measure Set 


Since our adoption of this measure, 
we have come to believe that it can be 
operationally difficult for hospitals to 
collect and report this measure. 
Specifically, we are concerned that the 
results of the survey used to assess the 
pre-operative and post-operative visual 
function of the patient may not be 
shared across clinicians, making it 
difficult for hospitals to have knowledge 
of the visual function of the patient 
before and after surgery. 

We also are concerned about the use 
of inconsistent surveys to assess visual 
function; the measure specifications 
allow for the use of any validated survey 
and results may be inconsistent should 
clinicians use different surveys. 
Therefore, on December 31, 2013, we 
issued guidance stating that we would 
delay the implementation of OP—31 by 
3 months from January 1, 2014 to April 
1, 2014 for the CY 2016 payment 
determination (https://www.qualitynet. 
org/dcs/ContentServer?c=Page& 
pagename=QnetPublic%2FPage%2F 
Qnet Tier3 &cid=1228772854917). 
Because of continuing concerns, on 
April 2, 2014, we issued additional 
guidance stating that we would further 
delay the implementation of the 
measure from April 1, 2014 to January 
1, 2015 for the CY 2016 payment 
determination (https://www.qualitynet. 
org/dcs/ContentServer?c=Page& 
pagename=QnetPublic %2F Page %2F 
Qnet Tier2&cid=1228721506778). In the 
CY 2015 OPPS/ASC proposed rule (79 
FR 41036), we proposed to exclude OP- 
31 Cataracts: Improvement in Patient’s 
Visual Function within 90 Days 
Following Cataract Surgery (NQF # 
1536) from the CY 2016 payment 
determination measure set. We 
proposed not to subject hospitals to a 
payment reduction with respect to this 





measure for the CY 2016 payment 
determination. 

We invited comment on this proposal. 

Comment: Many commenters 
commended CMS’ recognition of the 
associated operational issues and the 
proposal to exclude OP-31 from the CY 
2016 payment measure determination 
set. Other commenters disagreed; they 
stated that complications following 
cataract surgery are not acceptable, and 
they strongly believed that OP—31 tracks 
patient-centered clinical outcomes and 
improves care coordination among 
providers. 

Response: We agree that 
complications following cataract surgery 
are not acceptable. While OP—31 does 
not address complications following 
cataract surgery, it does address 
improvement in visual function 
following cataract surgery and tracks an 
important patient-centered clinical 
outcome. Based on stakeholder 
feedback, we believe this measure 
should be excluded from the CY 2016 
payment determination because there 
are a low number of hospitals ready to 
operationalize this measure for the CY 
2016 payment determination. As noted 
below, we believe that by the CY 2017 
payment determination, many more 
hospitals will be operationally able to 
collect the data necessary for this 
measure and may choose to do so. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to exclude OP— 
31 from the CY 2016 payment 
determination measure set as proposed. 
Therefore, we will not subject hospitals 
to a payment reduction with respect to 
OP-31 for the CY 2016 payment 
determination. 


c. Voluntary Collection of Data for OP-— 
31 for the CY 2017 Payment 
Determination and Subsequent Years 


We continue to believe that OP—31 
promotes accountability for Medicare 
beneficiaries, improve coordination of 
services, reduce fragmented care, 
encouraged redesigned care processes 
for high quality and efficient service 
delivery, and incentivize higher value 
care (78 FR 75099). Furthermore, we 
believe that HOPDs should be partners 
in care with physicians and other 
clinicians, and this measure provides an 
opportunity to do so. Therefore, we are 
continuing to include this measure in 
the Hospital OQR Program measure set. 
However, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41036), we 
proposed that hospitals have the option 
to voluntarily collect and submit OP—31 
data for the CY 2015 encounter period/ 
CY 2017 payment determination and 
subsequent years. In addition, we 


proposed to not subject hospitals to a 
payment reduction with respect to this 
measure during the period of voluntary 
reporting. For hospitals that choose to 
submit data voluntarily, we would 
request that they submit such data using 
the means and timelines finalized in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75112 through 
75113). Data submitted voluntarily will 
be publicly reported as discussed in the 
CY 2014 OPPS/ASC proposed rule (78 
FR 43645) and final rule with comment 
period (78 FR 75092). 

We invited public comment on this 
proposal. 

Comment: Many commenters 
requested that CMS remove the measure 
from the program entirely, rather than 
delaying implementation and allowing 
voluntary reporting. The commenters 
repeated similar concerns expressed in 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75099 through 
75103), where this measure was 
finalized, regarding associated burden, 
suitability for the Hospital OQR 
Program versus the PQRS, program 
alignment of this measure, non- 
standardization of collected 
information, NQF endorsement, MAP 
recommendations, and coordination 
challenges faced by facilities. 

Response: We do not agree that we 
should remove the measure entirely, 
because we believe OP—31 addresses an 
area of care that is not adequately 
addressed in our current measure set 
and is an important area of care 
coordination between performing 
physicians, practitioners that assess 
visual function, and HOPDs where 
procedures are performed. We 
previously addressed the above 
concerns in our responses the CY 2014 
OPPS/ASC final rule with comment 
period where we finalized this measure 
and refer readers to that final rule with 
comment period (78 FR 75099 through 
75103) for a discussion of these issues. 

Comment: Commenters opposed to 
voluntary reporting of OP—31 were 
concerned that incomplete display of 
data is confusing and not meaningful to 
consumers and is hard to validate. 
Furthermore, commenters feared that 
the display of data from some hospitals 
but not others would lead some patients 
to conclude that some hospitals are 
more committed to improving cataract 
surgery. 

Response: We appreciate the 
commenters’ concerns, but we do not 
agree that voluntary data reporting will 
result in data that are confusing, are not 
meaningful, or cause patients to 
conclude that some hospitals are more 
committed to improving cataract 
surgery. There are many situations 
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where hospitals do not submit 
information to the Hospital OQR 
Program due to lack of cases or low case 
volume. Where quality information is 
submitted, we make this information 
publicly available as statutorily 
required, and we state when it is not 
available. Furthermore, reporting of 
measure data by some hospitals and not 
others under voluntary reporting would 
not affect the validity of data reported 
for this Web-based measure any more so 
than a required measure where not all 
hospitals had cases. We note that at this 
time, we do not validate aggregate data 
submitted to CMS using an online tool, 
so difficulty to validate this information 
is not a program issue. We refer readers 
to section XIII.H.3 of this final rule with 
comment period where we discuss our 
validation procedures. 

We understand some facilities are 
capable of reporting data for this 
measure at this time, and we believe 
those facilities should report if they are 
operationally able to do so. We believe 
voluntary reporting is beneficial for 
HOPDs because all HOPDs, both 
participating and not participating in 
voluntary reporting, can use the 
reported data to gauge their own 
performance and identify improvement 
efforts. By retaining the measure but 
allowing voluntary reporting, we can 
continue to monitor the data submitted 
to assess further enhancement of the 
measure as necessary. 

Comment: Commenters expressed 
support for patient-reported outcome 
measures like OP—31 and recommended 
additional outcome measures for 
cataract procedures, such as 
Complications within 30 Days 
Following Cataract Surgery Requiring 
Additional Procedures (NQF #0564) and 
Better Visual Acuity Within 90 Days 
Following Cataract Surgery (NQF 
#0565). 

Response: We thank the commenters 
for the support and their input regarding 
patient-reported outcome measures. We 
may consider these suggestions for 
future measure selection. 

Comment: One commenter suggested 
that CMS allow voluntary reporting for 
all newly adopted measures, given the 
inconvenience and burden associated 
with preparing to report a measure that 
later may become suspended or for 
which we delay implementation. 

Response: We thank the commenter 
for the suggestion. We understand that 
hospitals may have been 
inconvenienced by this measure, but 
disagree that all newly adopted 
measures should be voluntarily 
reported. We have retained the vast 
majority of measures adopted for the 
Hospital OQR Program. 


After consideration of the public 
comments we received, we are 
finalizing our proposal that hospitals 
have the option to voluntarily collect 
and submit OP—31 data for the CY 2015 
encounter period/CY 2017 payment 
determination and subsequent years as 
proposed. For hospitals that choose to 
submit data, we request that they submit 
such data using the means and timelines 
finalized in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75113 through 75115). We will not 
subject hospitals to a payment reduction 
with respect to this measure during the 
period of voluntary reporting. However, 
data submitted voluntarily will be 
publicly reported. 


E. New Quality Measure for the CY 2018 
Payment Determination and Subsequent 
Years 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41036 through 41039), we 
proposed to adopt one new claims- 
based measure into the Hospital OQR 
Program for the CY 2017 payment 
determination and subsequent years: 
OP-32: Facility 7-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy. Colonoscopy 
is one of the most frequently performed 
procedures in the outpatient setting in 
the United States.2 The most recent data 
available indicate that, in 2002 alone, 
physicians performed an estimated 14 
million colonoscopies in the United 
States.? Colonoscopies are associated 
with a range of well-described and 
potentially preventable adverse events 
that can lead to hospital visits, repeat 
procedures, or surgical intervention for 
treatment, including colonic 
perforation, gastrointestinal (GI) 
bleeding, and cardiopulmonary events 
such as hypoxia, aspiration pneumonia, 
and cardiac arrhythmias. While hospital 
visits are generally unexpected after 
outpatient colonoscopy, the literature 
suggests that the majority of these visits 
occur within the first 7 days.4+5° 


* Russo A, Elixhauser A, Steiner C, Wier L. 
Hospital-Based Ambulatory Surgery, 2007: 
Statistical Brief #86. Healthcare Cost and 
Utilization Project (HCUP) Statistical Briefs. 
Rockville (MD) 2006. 

4 Seeff LC, Richards TB, Shapiro JA, et al. How 
many endoscopies are performed for colorectal 
cancer screening? Results from CDC's survey of 
endoscopic capacity. Gastroenterology. Dec 2004; 
127(6):1670-1677. 

4 Rathgaber SW., Wick TM. Colonoscopy 
completion and complication rates in a community 
gastroenterology practice. Gastrointest Endosc. 
2006; 64:556-62. 

© Rabeneck L, Saskin R, Paszat LF. Onset and 
clinical course of bleeding and perforation after 
outpatient colonoscopy: A population-based study. 
Gastrointest Endosc. 2011; 73:520-3. 

6 Ko CW, Riffle S, Michael L, et al. Serious 
complications within 30 days of screening and 


Reported hospital visit rates after 
outpatient colonoscopy range from 0.8 
to 1.0 percent at 7 to 14 days post 
procedure, and from 2.4 to 3.8 percent 
at 30 days post procedure.’ * 9 Some 
adverse events such as bleeding occur 
after the 7th day, but based on input 
from clinical experts, public comment, 
and empirical analyses, we concluded 
that unplanned hospital visits within 7 
days is the optimal outcome to ensure 
capture of procedure-related adverse 
events and to minimize capture of 
hospital visits unrelated to the 
procedure. This measure provides the 
opportunity for providers to improve 
quality of care and to lower the rates of 
adverse events leading to hospital visits 
after outpatient colonoscopy; this 
measure will encourage providers to 
achieve the outcome rates of the best 
performers. 

We believe it is important to reduce 
adverse patient outcomes associated 
with preparation for colonoscopy, the 
procedure itself, and follow-up care. 
Therefore, we proposed to include OP- 
32: Facility 7-Day Risk-Standardized 
Hospital Visit Rate after Outpatient 
Colonoscopy, which is based on paid 
Medicare FFS claims, in the Hospital 
OQR Program for the CY 2017 payment 
determination and subsequent years. We 
expect that the measure would promote 
improvement in patient care over time 
because transparency in publicly 
reporting measure scores will make 
patient unplanned hospital visits 
(emergency department visits, 
observation stays, and inpatient 
admissions) following colonoscopies 
more visible to providers and patients 
and encourage providers to incorporate 
quality improvement activities in order 
to reduce these visits. Providers are 
often unaware of complications 
following colonoscopy for which 
patients visit the hospital.1° This risk- 
standardized quality measure will 
address this information gap and 


surveillance colonoscopy are uncommon. Clin 
Gastroenterol Hepatol. 2010; 8:166-73. 

7 Ko CW, Riffle S, Shapiro JA, et al. Incidence of 
minor complications and time lost from normal 
activities after screening or surveillance 
colonoscopy. Gastrointest Endosc. Apr 2007; 
65(4):648-656. 

8 Leffler DA, Kheraj R, Garud S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010; 170(19):1752-1757. 

®*Chukmaitov AS, Menachemi N, Brown SL, 
Saunders C, Tang A, Brooks R. Is there a 
relationship between physician and facility 
volumes of ambulatory procedures and patient 
outcomes? J Ambul Care Manage. Oct-Dec 2008; 
31(4):354-369. 

10 Leffler DA, Kheraj R, Garud S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010; 170(19):1752-1757. 
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promote quality improvement by 
providing feedback to facilities and 
physicians, as well as transparency for 
patients on the rates and variation 
across facilities in unplanned hospital 
visits after colonoscopy. 

The outcome measured in the OP—32 
measure is all-cause, unplanned 
hospital visits (admissions, observation 
stays, and emergency department visits) 
within 7 days of an outpatient 
colonoscopy procedure. The measure 
score, also referred to as the facility- 
level risk-standardized hospital visit 
rate, is derived from the calculation of 
the ratio of the numerator to the 
denominator multiplied by the crude 
rate. The numerator is the number of 
predicted (meaning adjusted actual) 
hospital visits, which is the number of 
unplanned hospital visits within 7 days 
of colonoscopy that the facility is 
predicted to have based on its case-mix. 
The denominator is the number of 
expected hospital visits, which is the 
number of unplanned hospital visits the 
facility is expected to have based on the 
nation’s performance with the facility’s 
case-mix. The crude rate is the national 
unadjusted number of patients who had 
a hospital visit post-colonoscopy among 
all patients who had a colonoscopy. 

Based on discussions with clinical 
and technical panel experts, the 
measure excludes colonoscopies for 
patients undergoing concomitant high- 
risk upper GI endoscopy because these 
patients are at a higher risk for hospital 
visits than patients undergoing a typical 
colonoscopy, and patients with a history 
of inflammatory bowel disease (IBD) or 
diverticulitis in the year preceding the 
colonoscopy because we likely could 
not fully characterize and adjust for 
their pre-procedure risk of needing a 
post-procedure hospital visit or identify 
whether these admissions are planned 
or unplanned. The measure also 
excludes procedures for patients who 
lack continuous enrollment in Medicare 
FFS Parts A and B in the 1 month after 
the procedure to ensure all patients 
have complete data available for 
outcome assessment. The statistical risk 
adjustment model includes 15 clinically 
relevant risk-adjustment variables that 
are strongly associated with risk of 
hospital visits within 7 days following 
colonoscopy. Additional methodology 
details and information obtained from 
public comments for measure 
development are available at: http:// 
www.cms.gov/Medicare/Quality- 
Initiatives-Patient-Assessment- 
Instruments/HospitalQualitylInits/ 
Measure-Methodology.html under 
‘Hospital Outpatient Colonoscopy.” 

Section 1890A(a)(2) of the Act 
outlines the pre-rulemaking process 





established under section 1890A of the 
Act, which requires the Secretary to 
make available to the public by 
December 1 of each year a list of quality 
and efficiency measures that the 
Secretary is considering. This measure 
was included on a publicly available 
document titled ‘‘“MAP Pre-Rulemaking 
Report: 2014 Recommendations on 
Measures for More than 20 Federal 
Programs”’ on the NQF Web site at: 
http://www.qualityforum.org/ 
Publications/2014/01/MAP_Pre- 
Rulemaking Report 2014 
_Recommendations_on_Measures 
_for_More_than_20_ Federal 
_Programs.aspx (formerly referred to as 
the ‘‘List of Measures Under 
Consideration’’) in compliance with 
section 1890A(a)(2) of the Act. (We note 
that at the time the measure was listed 
on the ‘““MAP Pre-Rulemaking Report: 
2014 Recommendations on Measures for 
More than 20 Federal Programs,” it was 
named “High-Acuity Care Visits after 
eo Colonoscopy Procedure.’’) 

The MAP, which represents 
stakeholder groups, conditionally 
supported the measure, ‘‘noting the 
need to provide outcome information to 
inform consumer decisions and drive 
quality improvement.” The MAP further 
stated that ‘‘[t]his measure addresses an 
important quality and safety issue with 
incidence of these events ranging from 
10 to 22 per 1,000 after risk 
adjustment.”’ However, the MAP also 
“recognized the need for the measure to 
be further developed and gain NQF 
endorsement. The MAP expects the 
endorsement process to resolve 
questions of the reliability and validity 
of the measure as well as with the 
accuracy of the algorithm for attributing 
claims data in light of possible effects of 
the Medicare 3-day payment window 
policy.”’ As required under section 
1890A(a)(4) of the Act, we considered 
the input and recommendations 
provided by the MAP in selecting 
measures to propose for the Hospital 
OQR Program. 

We believe we have addressed the 
concerns raised by the MAP to the 
extent possible. The measure is well- 
defined and precisely specified for 
consistent implementation within and 
between organizations that will allow 
for comparability. Reliability testing 
demonstrated the measure data 
elements produced were repeatable; that 
is, the same results were produced a 
high proportion of the time when 
assessed in the same population in the 
same time period. Validity testing 
demonstrated that the measure data 
elements produce measure scores that 
correctly reflect the quality of care 
provided and that adequately identify 


differences in quality. In order to ensure 
the accuracy of the algorithm for 
attributing claims data and the 
comprehensive capture of HOPD 
colonoscopies potentially affected by 
the policy, we identified physician 
claims for colonoscopy in the HOPD 
setting from the Medicare Part B 
Standard Analytical Files (SAF) with an 
inpatient admission within 3 days and 
lacking a corresponding HOPD facility 
claim. We then attribute the 
colonoscopies identified as affected by 
this policy to the appropriate HOPD 
facility using the facility provider ID 
from the inpatient claim. 

Section 1833(t)(17)(C)(i) of the Act 
states that, ““The Secretary shall develop 
measures. . . that reflect consensus 
among affected parties and, to the extent 
feasible and practicable, shall include 
measures set forth by one or more 
national consensus building entities.” 
We believe that this proposed measure 
reflects consensus among the affected 
parties, because the MAP, which 
represents stakeholder groups, 
reviewed, conditionally supported the 
measure, and stated that it “‘would 
provide valuable outcome information 
to inform consumer decision and drive 
quality improvement.” Further, the 
measure was subject to public comment 
during the MAP and measure 
development processes, with some 
public commenters agreeing with the 
MAP’s conclusions on the measure 
(MAP Report, January 2014, p. 184 
http://www.qualityforum.org/ 
Publications/2014/01/MAP_Pre- 
Rulemaking Report_ 

2014 Recommendations on Measures 
_for_More_than_20 Federal 
Programs.aspx). We also note that the 
measure was submitted to NQF for 
endorsement on February 21, 2014. 

Currently, there are no publicly 
available quality of care reports for 
providers or facilities that conduct 
outpatient colonoscopies. Thus, 
adoption of this measure provides an 
opportunity to enhance the information 
available to patients choosing among 
providers who offer this elective 
procedure. We believe this measure 
would reduce adverse patient outcomes 
associated with preparation for 
colonoscopy, the procedure itself, and 
follow-up care by capturing and making 
more visible to providers and patients 
all unplanned hospital visits following 
the procedure. Further, providing 
outcome rates to providers will make 
visible to clinicians meaningful quality 
differences and encourage 
improvement. Although this measure is 
not NQF-endorsed, it is currently 
undergoing the endorsement process, as 
noted above. Therefore, we believe the 
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statutory requirement for included 
measures to have, to the extent feasible 
and practicable, been set forth by a 
national consensus-building entity has 
been met. 

We invited public comment on the 
proposal to include OP-32 in the 
Hospital OQR Program for the CY 2017 
payment determination and subsequent 
years. 

Comment: Several commenters 
supported the adoption of OP—32, 
stating that it will provide patients with 
important information about the quality 
of colonoscopy care furnished in 
outpatient settings. Some commenters 
noted that CMS has appropriately 
considered the MAP’s input in adopting 
this measure and that the measure’s 
adoption is a good first step in the 
continued evolution of the Hospital 
OQR Program. 

Response: We thank commenters for 
their support and acknowledgement that 
the measure is appropriate for the 
Hospital OQR Program. We agree that 
measuring quality of care associated 
with colonoscopy procedures is an 
important clinical care area to assess for 
HOPDs. 

Comment: Many commenters urged 
CMS not to adopt OP-32 until it is NQF- 
endorsed. Several of these commenters 
also noted that the MAP supported this 
measure on condition of NQF- 
endorsement, and stated that the NQF 
process would resolve a number of 
questions about the reliability, validity 
and feasibility of this measure. The 
commenters requested that, in general, 
CMS only include measures in the 
Hospital OQR Program that have been 
NQF-endorsed in order to avoid 
subsequent suspension or removal of 
these measures. 

Response: We note that not all of the 
measures adopted by the Hospital OQR 
Program are NQF-endorsed, and as we 
stated in our earlier discussion in this 
final rule with comment period, NQF 
endorsement is not a program 
requirement, as Consensus among 
affected parties can be reached through 
means other than NQF endorsement. 
Under section 1833(t)(17)(C)(i) of the 
Act, the Secretary must develop 
measures that reflect consensus among 
affected parties and, to the extent 
feasible and practicable, must include 
measures set forth by one or more 
national consensus building entities. 

Whenever possible, we strive to adopt 
NQF-endorsed measures because these 
measures will meet these requirements. 
However, we believe the requirements 
that measures reflect consensus among 
affected parties can be achieved in other 
ways, including through the measure 
development process, through broad 


acceptance and use of the measure, and 
through public comments. Further, it 
may not be feasible or practicable to 
adopt an NQF-endorsed measure, such 
as when an NQF-endorsed measure does 
not exist. Section 1833(t)(17)(C)(i) of the 
Act does not require that each measure 
we adopt for the OQR Program be 
endorsed by a national consensus 
building entity, or by the NQF 
specifically. As discussed below, we 
believe the measure as developed 
exhibits sufficient levels of reliability, 
validity, and feasibility to be adopted 
for the Hospital OQR Program. We have 
also submitted this measure to the NQF 


for endorsement. 
Comment: A few commenters noted 


that the measure is currently being 
reviewed by the NQF All-Cause 
Admissions and Readmissions Standing 
Committee. Commenters were 
disappointed that the Committee’s 
minutes indicated there were no 
discussions of consideration of key 
elements of the measure’s construction 
and testing. 

Response: We thank the commenters 
for sharing their concerns. We believe 
the NQF process is rigorous and 
transparent. We understand the NQF 
All-Cause Admissions and 
Readmissions Standing Committee 
applies the four NQF criteria for 
measure endorsement !! and votes on 
each criterion. In addition, our 
understanding is that the measure was 
discussed in detail by NQF working 
groups prior to the measure discussion 
at the All-Cause Admissions and 
Readmissions Standing Committee 
(http://www.qualityforum.org/Project 
Materials.aspx?projectID=73619). 

NQF also seeks public comments on 
measures before endorsement. http:// 
www.gualityforum.org/comments By_ 
Project.aspx?projectID=110&ActivityID= 
762#p=3. (This link requires users to log 
in to the NQF Web site.) For questions 
related to NQF internal procedures, we 
suggest contacting the NQF directly at 
http://www.qualityforum.org/About__ 
NQF/Contact_NQF.aspx. 

Comment: Many commenters did not 
support CMS’ proposal to finalize OP— 
32, stating that complications from 
colonoscopies are rare and hospitals 
already take steps to ensure 
colonoscopies are conducted in such a 
way so as to eliminate preventable 
complications. Some commenters 
specifically noted that the literature 
indicates the measured incidence rate is 
less than 2 percent, and does not rise to 
the level of importance needed for a 
national quality measurement program. 


1 Available at: http://www.qualityforum.org/ 
docs/measure_evaluation_criteria.aspx. 


Response: Given the widespread use 
of colonoscopy for colorectal cancer 
screening in the outpatient setting, we 
consider measuring the quality of this 
high volume procedure to be a priority. 
We agree that the incidence of 
colonoscopy complications is relatively 
low. However, serious adverse events, 
such as perforation of the bowel and 
bleeding, may occur following 
colonoscopies. We view OP-32 as a 
critical outcome measure for which the 
goal is to drive toward and sustain zero 
harm. In addition, some literature 
suggests that many facilities performing 
colonoscopies are unaware of patients 
accessing hospital-based care with 
adverse events because patients return 
to different facilities, including other 
hospitals and emergency departments, 
and would not return to the same 
outpatient facility. For example, one 
study showed that physicians were 
unaware of nearly 75 percent of hospital 
admissions for adverse events following 
colonoscopy.12 While most 
colonoscopies are performed without 
subsequent complication, we note that, 
among Medicare patients aged 65 and 
older, 1.6 percent of outpatient 
colonoscopies resulted in an unplanned 
hospital visit within 7 days.1% This is 
based on a 20-percent sample of 
nationwide Medicare FFS patients. If we 
were to use full national data (that is, a 
100 percent sample), we estimate 1.7 
million colonoscopies would have been 
performed among Medicare FFS 
patients and nearly 27,000 unplanned 
hospitals visits would have occurred 
within 7 days of colonoscopy. These 
findings suggest that adverse events are 
not as rare or inconsequential as many 
believed and that quality measurement 
for colonoscopy procedures in the 
hospital outpatient setting is important. 

Comment: Many commenters 
expressed concern that OP—32 includes 
hospital visits unrelated to colonoscopy 
(counted in the numerator). Some 
commenters questioned why the 
measure uses an all-cause categorization 
versus only admissions attributable to 
colonoscopies. One commenter 
suggested that all high-risk 
colonoscopies (such as patients with 
multiple biopsies, patients with 


12 Leffler DA, Kheraj R, Garud §S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010; 170(19): 1752-1757. 

13 2010 Medicare 20 percent fee-for-service 
sample. Based on an analysis of 20 percent sample 
of Medicare FFS data from 2010 during measure 
development. The 20 percent sample included 
332,391 outpatient colonoscopies meeting the 
measure inclusion and exclusion criteria, and 1.6 
percent of these colonoscopies were followed by an 
unplanned hospital visit. This equates to 5,331 
unplanned hospital visits in the 20 percent sample. 
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inflammatory bowel disease, and 
diverticulitis) should be excluded from 
the measure. Commenters 
recommended that OP—32 should be 
limited to low-risk surveillance and 
screening colonoscopies as well as 
nontherapeutic colonoscopies for 
Medicare patients. One commenter 
appreciated that OP—32 includes a 
mechanism for excluding hospital visits 
for certain ‘“‘planned”’ procedures, but 
encouraged CMS to expand that list to 
also include bone fractures and 
behavioral health disorders. 

Response: We clarify that this 
measure is purposely designed to use a 
broad outcome of hospital visits 
following surgery rather than a narrow 
set of easily identifiable complications. 
From a patient and health care system 
perspective, the goal of this measure is 
to encourage and inform provider efforts 
to minimize all potential acute 
complications, not just those narrowly 
related to procedural technique. This is 
important as the literature !4 15161718 
suggests that hospital visits following 
colonoscopy occur due to a range of 
adverse events relating to the bowel 
preparation, anesthesia, the 
colonoscopy procedure itself, and 
follow-up care. These adverse events 
include a range of symptoms and signs 
such as abdominal pain, bloating, 
dizziness and collapse, electrolyte 
disturbances, and cardiorespiratory 
symptoms (from sedation use) in 
addition to other complications, such as 
bleeding and bowel perforation, that are 
directly related to procedural 
techniques. The broad outcome of 
unplanned hospital visits captures all of 
these potential acute complications of 
colonoscopy. 

As to the suggestion of expanding the 
list to include bone fractures and 
behavioral health disorders, we note 
that inpatient admissions for bone 
fracture and behavioral health disorders 
(such as depression and anxiety) are 
typically acute and are not generally 
considered as “planned” admissions. 
We do not expect planned admissions 


14 Day LW, Kwon A, Inadomi JM, et al. Adverse 
events in older patients undergoing colonoscopy: a 
systematic review and meta-analysis. 2011; 74:885— 
96. 

15 Ko CW, Dominitz JA. Complications of 
colonoscopy: Magnitude and management. 
Gastrointest Endosc Clin N Am 2010;20:659-71. 

16 ASGE Standards of Practice Committee, Fisher 
DA, Maple JT, et al. Complications of colonoscopy. 
Gastrointest Endosc 2011;74:745-52. 

17 Baudet JS, Diaz-Bethencourt D, Aviles J, et al. 
Minor adverse events of colonoscopy on ambulatory 
patients: The impact of moderate sedation. Eur J 
Gastroenterol] Hepatol 2009; 21:656-61. 

18 Ko CW, Riffle S, Shapiro JA, et al. Incidence 
of minor complications and time lost from normal 
activities after screening or surveillance 
colonoscopy. 2007; 65:648-56. 





for these conditions within the first 7- 
days following colonoscopy. 
Furthermore, we have adapted the 
planned readmission algorithms 
developed by CMS independent of OP— 
32. This algorithm has been validated 
against medical record (chart-extracted) 
data to ensure it only removes planned 
admissions. 

Our goal for including the measure is 
to encourage providers to be mindful of 
reducing post-colonoscopy admission 
caused by prior colonoscopy procedures 
performed at a HOPD. For example, 
patients may be at higher risk of falls 
post-colonoscopy secondary to 
dehydration following the bowel 
preparation for the procedure, and there 
may be opportunities for providers to 
minimize this risk. Furthermore, we 
removed planned admissions from the 
measure outcome by adapting CMS’ 
Planned Readmission Algorithm version 
3.0.1920 This algorithm removes 
nonacute admissions for scheduled 
procedures (for example, total hip 
replacement) and other types of care 
always considered planned (for 
example, rehabilitation or maintenance 
chemotherapy) from the outcome 
because these admissions do not reflect 
differences in colonoscopy quality of 
care. 

Comment: One commenter noted that 
CMS stated that the statistical risk 
adjustment model includes 15 clinically 
relevant risk- adjustment variables (such 
as number of polyps removed) that are 
strongly associated with risk of hospital 
visits within seven days following 
colonoscopy and certain patients 
receiving colonoscopies that would be 
more likely to have a subsequent visit 
were excluded. The commenter stated 
that CMS did not report the variation 
between hospitals in the application for 
NQF-endorsement. The commenter 
raised the possibility of no statistically 
significant difference between a 
hospital’s risk-adjusted visit rate and the 
national average. The commenter 
believed this scenario would make it 
impossible to identify poor performers 
and good performers for this measure. 
Without this type of differentiation, the 
commenter did not understand how this 
measure will be actionable for care 
improvement. The commenter suggested 
that CMS conduct a root cause analysis 


19 Horwitz L, Grady J, Dorsey K, Zhang W, Keenan 
M, Keshawarz A, Cohen D, Ngo C, Okai M, Nwosu 
C, Lin Z, Bhat K, Krumholz H, Bernheim S. 2014 
Measures Updates and Specifications Report: 
Hospital-Wide All-Cause Unplanned 
Readmission—Version 3.0. 2014: Centers for 
Medicare & Medicaid Services, 2014. 

20 Available at: http://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment-Instruments/ 
HospitalQualityInits/Measure-Methodology.html. 





for specific related readmission after 
colonoscopy or test of the variation of 
the measure between hospital providers. 
The commenter also suggested that The 
Joint Commission’s guidelines and 
relevant Conditions of Participation 
standards would enhance care 
improvement efforts. 

Response: We thank the commenter 
for their suggestions to enhance 
improvement efforts for colonoscopy. 
We clarify that, in the application for 
NQF endorsement, we noted that the 
measure, following risk-adjustment, is 
able to detect statistically significant 
variation (good and poor performers) 
between outpatient facilities by 
demonstrating measure score variation 
using the 2010 Healthcare Cost and 
Utilization Project (HCUP) data from 
four States (California, New York, 
Nebraska, and Florida). Using a very 
conservative bootstrapping (sampling 
with replacement) statistical technique, 
we constructed 95 percent interval 
estimates (similar to confidence 
intervals) around the facility measure 
score and used the estimates to place 
facilities into three performance 
categories: worse than expected; no 
different than expected; and better than 
expected. Based on this analysis, we 
identified 5 outlier facilities among a 
total of 992 ASCs and HOPDs. This 
analysis included only about one-tenth 
of all outpatient facilities in the United 
States, and typically we see greater 
variation between facilities when 100 
percent of nationwide facilities are 
included for actual measure 
implementation and reporting due to 
increased precision related to greater 
sample size. 

We disagree with the notion that there 
is a possibility of no statistically 
significant difference between a 
hospital’s risk-adjusted visit rate and the 
national average. Our analysis shows 
statistically significant facility variation. 
Some facilities have a hospital visit rate 
that is higher than the expected national 
average rate and this is statistically 
significant. Also, we only tested 
provider variation using data from 4 
States. We expect greater variation and 
more outliers using nationwide data. 

We are committed to filling the 
performance gaps in colonoscopy 
performed in the outpatient setting. 
Therefore, we believe this measure is 
appropriate for the outpatient setting. 
However, in response to comments, to 
allow sufficient time to conduct further 
analysis of this measure, we are 
finalizing this measure beginning with 
the CY 2018 payment determination, 
rather than the CY 2017 payment 
determination as proposed. We plan to 
perform a dry run of the measure in 
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2015. From our perspective, a dry run 
is a preliminary analysis of data in 
which HOPDs may review their measure 
results, and ask questions about and 
become familiar with the measure 
methodology. Dry runs will include 3 to 
4 years of paid Medicare FFS claims. 
We will use the most recent complete 
claims samples (usually 6 to 9 months 
prior to the start date) for dry runs. For 
example, if the dry run begins in March 
2015, the most recent data available may 
be July 2011 to June 2014 (assuming we 
use 3 years of data). Because we use 
paid Medicare FFS claims, HOPDs will 
not need to submit any additional data 
for the dry run. General information 
about dry run as well as confidential 
reports will be made available for 
hospitals to review on their accounts at 
https://www.qualitynet.org. The dry run 
will generate confidential reports at the 
patient level, indicating whether the 
patient had a hospital visit, the type of 
visit (admission, emergency department 
visit, or observational stay), the 
admitting facility, and the principal 
discharge diagnosis. Further, the dry 
run will enable HOPDs to see the 
measure score reports and have the 
opportunity to receive individual 
patient data and information contained 
within individual patient records. In 
addition, we will continue to generate 
these reports for HOPDs after we 
implement the measure beginning with 
the CY 2018 payment determination. 
HOPDs can use the information to 
identify performance gaps and develop 
quality improvement strategies. 

Dry run results are not linked to 
public reporting, payment 
determinations, or reliability testing. We 
expect the dry run to take 
approximately one month to conduct, 
during which facilities will be provided 
the confidential report and the 
opportunity to review their performance 
and provide feedback to us. The 
measure will have no payment impact 
until the CY 2018 payment 
determination and subsequent years. 
Public display of data will occur on or 
after December 1, 2017, but there will be 
no public display of the dry run data. 

We agree that adhering to The Joint 
Commission’s guidelines and relevant 
Conditions of Participation standards 
could enhance care improvement efforts 
and hospitals’ rates on this measure, 
and we encourage hospitals to follow 
these guidelines and standards. We also 
believe that issuing reports to hospitals, 
such as those that we will provide 
during the dry-run, would help 
hospitals to identify the root cause 
(practices and conditions) that could 
cause hospital visits after colonoscopy. 


Comment: Many commenters 
expressed concern that OP—32 is not 
sufficiently reliable to be included in 
the Hospital OQR Program; specifically, 
the measure developer has indicated 
that the measure is only “‘fairly”’ 
reliable, with an interclass correlation 
coefficient (ICC) of 0.335. These 
commenters contended that ‘‘fair’’ 
reliability is not sufficient for publicly 
reported quality metrics since such 
information could misinform the public, 
and urged CMS to conduct an analysis 
on the measure’s reliability to 
understand the amount of data required 
to achieve “good” reliability. Several 
commenters argued that ‘‘good”’ 
reliability should result in an ICC of at 
least 0.60. Other commenters believed 
that reliability will improve with several 
years’ worth of data. Another 
commenter requested that data from this 
measure be withheld from public 
reporting until concerns about its 
reliability and validity can be 
thoroughly assessed. 

Response: We disagree with 
commenters and believe that OP-32 is 
sufficiently reliable to be included in 
the Hospital OQR Program. The ICC 
value submitted in the initial NQF 
application (0.335) was calculated using 
a split sample of data from 2 years. We 
randomly split the patient cohort at 
each hospital into two equal halves, 
calculated the measure using each half, 
and then calculated the agreement 
between these two (the ‘test’ and the 
‘retest’). After submitting the measure to 
NQF for endorsement review, we 
conducted additional calculations of the 
reliability testing score, this time using 
the Spearman-Brown prophecy formula. 
The Spearman-Brown prophecy formula 
is an accepted statistical method which 
estimates the ICC if the sample were 
increased. Therefore, it allows us to 
estimate what the reliability score 
would be if all observations were used 
for public reporting rather than using a 
split sample. Our Spearman-Brown 
prophecy formula calculations resulted 
in a higher ICC of 0.43. 

The NQF considers the ICC values 
ranging from 0.21 to 0.40 as “‘fair”’ 
reliability and values ranging from 0.41 
to 0.60 as ‘‘moderate”’ reliability. 
Therefore, the ICC values of 0.335 and 
0.43 are interpreted as ‘‘fair’’ and 
‘“‘moderate’”’ reliability, respectively. 
These ICC values are also in line with 
other NQF-endorsed outcome measures 
used in other CMS programs. For 
example, in the Hospital Readmissions 
Reduction Program, the Inpatient Acute 
Myocardial Infarction (AMI) 30-day Risk 
Standardized Readmission measure 
(NQF #0505) (76 FR 51667) has an ICC 
of 0.369, and the Pneumonia (PN) 30- 


day Risk Standardized Readmission 
measure (NQF #0506), also in the 
Hospital Readmissions Reduction 
Program (76 FR 51667), has an ICC of 
0.406. Both measures are NQF- 


endorsed. 
Regarding the concerns that the 


public may be misinformed and that we 
should withhold public reporting until 
the measure’s reliability and validity is 
addressed, as stated above, we believe 
the reliability of the measure is 
sufficiently reliable for inclusion in the 
Hospital OQR Program and do not agree 
that the public may be misinformed or 
that we should withhold public 
reporting. In addition to our 
calculations above, reliability testing 
previously conducted by the measure 
steward demonstrated the measure data 
elements produced were repeatable; that 
is, the same results were produced a 
high proportion of the time when 
assessed in the same population in the 
same time period. Also, validity testing 
by the measure steward demonstrated 
that the measure data elements produce 
measure scores that correctly reflect the 
quality of care provided and that 
adequately identify differences in 
quality. 

As the commenters suggested, the 
measure reliability may be further 
improved by using several years’ worth 
of data; however, we must balance the 
reliability of the measure with the 
timeliness of the measure. As discussed, 
at this time, we believe that 1 year of 
data appropriately balances these 
competing interests for payment 
determination purposes, but we will 
continue to assess this belief during the 
dry run. Also, we will consider 
conducting additional reliability 
assessments of the measure using an 
extended data period. 

Moreover, we believe it is important 
to include this measure in the program 
because colonoscopy is a high volume, 
common procedure performed at 
outpatient facilities and is frequently 
performed on relatively healthy patients 
to screen for colorectal cancer (CRC). 
Given the widespread use of 
colonoscopy, understanding and 
minimizing procedure-related adverse 
events is a high priority. These adverse 
events, such as abdominal pain, 
bleeding, and intestinal perforation, can 
result in unanticipated hospital visits 
post procedure. Physicians performing 
colonoscopies are often unaware that 
patients seek acute care at hospitals 
following the procedure and the 
associated adverse events are potentially 
preventable. We strongly believe that 
the measure would promote 
improvement in patient care over time 
because transparency in publicly 
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reporting measure scores would make 
patient unplanned hospital visits 
(emergency department visits, 
observation stays, and inpatient 
admissions) following colonoscopies 
more visible to HOPDs and patients and 
incentivize HOPDs to incorporate 
quality improvement activities in order 
to reduce these visits. 

Finally, we believe this measure 
should be included in the program 
because currently, this risk-standardized 
colonoscopy quality measure is the only 
measure available that would address 
this information gap and promote 
quality improvement by providing 
feedback to facilities and physicians, as 
well as transparency for patients on the 
rates and variation across facilities in 
unplanned hospital visits after 
colonoscopy. There are no publicly 
available quality of care reports for 
HOPDs that conduct outpatient 
colonoscopies. Therefore, adoption of 
this measure provides an opportunity to 
enhance the information available to 
patients choosing among HOPDs that 
offer this elective procedure. We believe 
this measure would reduce adverse 
patient outcomes associated with 
preparation for colonoscopy, the 
procedure itself, and follow-up care by 
capturing and making more visible to 
HOPDs and patients all unplanned 
hospital visits following the procedure. 
In addition, providing outcome rates to 
HOPDs would make visible to clinicians 
meaningful quality differences and 
incentivize improvement. 

In response to comments, however, to 
allow sufficient time to conduct further 
analysis of this measure, we are 
finalizing this measure beginning with 
the CY 2018 payment determination, 
rather than the CY 2017 payment 
determination as proposed. We plan to 
perform a dry run (a preliminary 
analysis) of the measure in 2015. We 
refer readers to our discussion of the dry 
run above, in response to a previous 
comment. 

With national implementation of a 
dry run of this measure, we will also 
review the appropriate cutoff volume for 
facilities, if necessary, in reporting the 
measure score. We require a minimum 
volume (cutoff volume) of 
colonoscopies per facility to be able to 
calculate a reliable measure score for the 
facility. We have yet to determine the 
minimum volume per facility (that is, 
the cutoff colonoscopy volume). 
Because we used a Medicare 20 percent 
sample to develop the measure, we 
could not estimate this cutoff during 
measure development. However, testing 
during the measure dry-run with 100 
percent of the sample per facility will 
help us to determine the appropriate 


cutoff volume of colonoscopies per 
facility. HOPDs will be notified via the 
QualityNet Web site of the cutoff 
volume of colonscopies per facility. 

While some HOPDs perform too few 
colonoscopies for us to calculate a 
measure score, and we would not 
publicly report their data, these 
facilities would remain in the measure 
cohort. Typically, for public reporting of 
hospital measures on the Hospital 
Compare Web site, the measure score is 
reported as ‘‘Number of cases too smal]”’ 
for hospitals with fewer cases than the 
cutoff. We will use the same protocol 
when the measure is publicly reported 
for the Hospital OQR Program, and will 
report a measure score as “Number of 
cases too small” for HOPDs with fewer 
cases than the cutoff on the QualityNet 
Web site. 

Comment: Many commenters were 
concerned that HOPDs may not have 
actionable information generated from 
OP-32. Specifically, commenters were 
concerned that claims would not 
accurately capture the data of patients 
who had initial colonoscopy at a facility 
but had a subsequent hospital visit at a 
different facility. Several of these 
commenters questioned whether this 
measure will benefit facilities or 
patients if each facility only receives a 
report with an aggregate number of 
claims based on historical data. 
Commenters requested that CMS clarify 
its plan to report detailed patient-level 
data confidentially to facilities that 
indicate whether the patient had a 
hospital visit, the type of visit 
(admission, emergency department visit, 
and observational stay), the admitting 
facility, and the principal discharge 
diagnosis. These reports would enable 
facilities to understand their 
performance and take steps where 
remediation is needed. One commenter 
also recommended that CMS allow at 
least a two-quarter black-out period so 
that hospitals have ample time to review 
and request corrections to their data. 

Response: We do not believe that 
claims data will be difficult to capture 
at a facility different from where the 
colonoscopy was performed. Hospitals 
are responsible for accurately 
populating claims, regardless of where 
the patient had the procedure done. 

In addition, due to commenters’ 
concerns, we intend to conduct a dry 
run (discussed in detail above) and 
provide detailed facility specific 
information containing confidential 
patient-level data to all HOPDs. The dry 
run will generate confidential reports at 
the patient level, indicating whether the 
patient had a hospital visit, the type of 
visit (admission, emergency department 
visit, or observational stay), the 


admitting facility, and the principal 
discharge diagnosis. Further, it will 
enable HOPDs to see the measure score 
reports and have the opportunity to 
receive individual patient data and 
information contained within 
individual patient records. In addition, 
we will continue to generate these 
reports for HOPDs after we implement 
the measure beginning with the CY 2018 
payment determination. HOPDs can use 
the information to identify performance 
gaps and develop quality improvement 
strategies. As we previously stated, dry 
runs have no payment impact and are 
not linked to public reporting. The main 
purpose of the dry run is to provide 
opportunities for hospitals to review 
their measure results and ask questions 
about measure methodology. 

Comment: A few commenters stated 
that the measure methodology should 
include risk adjustment for 
socioeconomic factors so the results are 
accurate and reflect differences in 
socioeconomic burden and racial 
composition of patients across hospitals. 
Commenters were concerned that 
without proper risk adjustment, a 
hospital that serves a disproportionate 
share of low-income patients with 
confounding socioeconomic factors may 
have more unplanned visits following 
outpatient procedures. Commenters 
stated that the measure score can be 
skewed by factors such as race, 
homelessness, cultural and linguistic 
barriers, and low literacy. Commenters 
also stated that the readmissions of low- 
income patients with confounding 
socioeconomic factors are caused by 
factors beyond the control of the 
hospital and, therefore, do not reflect 
the quality of care being provided. 
Several commenters recommended that, 
after the NOF has reviewed OP—32, CMS 
consider submitting this measure as part 
of the socioeconomic status (SES) trial 
period created by the NQF Board of 
Directors. 

Response: We do not believe that the 
measure is biased for low-income 
patients with confounding 
socioeconomic factors. When 
developing the measure, we tested how 
the measure score varied among 
outpatient facilities with varying 
proportion of low SES patients. Using 
patient dual eligibility status as an 
indicator of low SES, we noted that the 
median measure score, and the measure 
score distribution, was similar among 
facilities with many low SES patients 
compared to facilities with a few low 
SES patients. Based on our testing as 
well as input from the measure 
developer and the national technical 
expert panel, we concluded that 
facilities with a high proportion of low 
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SES patients were not biased by this 
measure and that the measure score was 
unaffected by SES status. These findings 
were presented to the NQF All-Cause 
Admissions and Readmissions Measures 
Standing Committee on May 6, 2014.21 

Also, we thank the commenters for 
the suggestions to submit the measure as 
part of the SES trial period, which is a 
trial for a defined period that would 
assess the impact and implications of 
risk adjusting relevant quality measures 
for sociodemographic factors and was a 
recommendation of the Consensus 
Standards Approval Committee 
following its review of the NQF Expert 
Panel’s report Risk Adjustment for 
Socioeconomic Status and Other 
Sociodemographic Factors. (http:// 
www.gualityforum.org/Press_Releases/ 
2014/NQF Board _Approves_Trial_Risk 
Adjustment.aspx). We will take this 
suggestion into consideration in future 
years. 

Comment: One commenter requested 
clarification of how the measure 
numerator and denominator for OP—32 
are calculated. 

Response: The measure score is the 
ratio of predicted hospital visits 
(numerator) over the expected hospital 
visits (denominator) multiplied by the 
crude national rate. The measure score 
numerator is the predicted rate, which 
is the number of unplanned hospital 
visits the facility is predicted to have 
within 7 days of colonoscopy, and it 
accounts for the observed unplanned 
hospital visit rate, the number of 
colonoscopies performed at the facility, 
and the facility’s case mix. This is 
sometimes referred to as the ‘‘adjusted 
actual rate.”’ 

The measure score denominator is the 
expected rate, which is the number of 
unplanned hospital visits the facility is 
expected to have based on the nation’s 
performance with that facility's case and 
mix. It is the sum of all patients’ 
expected probabilities of a hospital visit, 
given their risk factors and the risk of 
readmission at an average facility. The 
contribution of each risk factor (for 
example, age) to the patient’s risk of a 
hospital admission is calculated based 
on all of the patients in the measure 
cohort. The crude national rate is the 
average rate of hospital visits following 
colonoscopy observed in the entire 
measure cohort. We also refer readers to 
the measure discussion above and 
measure specifications (http:// 
www.qualityforum.org/WorkArea/ 
linkit.aspx?Linkldentifier=id&Item 
ID=75057) for a more detailed 


21 Available at: http://www.qualityforum.org/All- 
Cause_Admissions_and_ Readmissions_ 
Measures.aspx. 


discussion of how the numerator and 
denominator are calculated. 

Comment: Commenters believed that 
the Medicare 3-day window payment 
policy for hospitals does not allow 
HOPDs to generate a claim when there 
is an inpatient admission during the 3- 
day window payment policy, that is, 
during the 3 days subsequent to the 
colonoscopy. Commenters stated that 
HOPDs may be advantaged with 
systematic undercounting of hospital 
visits while ASCs get a full count of all 
hospital visits within 7 days subsequent 
to outpatient colonoscopy. Commenters 
did not believe the methodological 
solution proposed by the measure 
developer, using physician claims with 
an HOPD Place of Service (POS) code, 
is adequate due to the high error rates 
in POS coding on physician claims. 
Commenters were concerned that these 
challenges would make comparisons of 
HOPD and ASC data impossible, and 
significantly reduce the validity of the 
measure in the HOPD setting. 

Response: We agree that the ability to 
detect meaningful variation is an 
important indication of the value of a 
measure. We have shown facility 
variation in unplanned hospital visits 
following colonoscopy in both 
nationwide Medicare data from HOPDs 
and also in the 2010 Healthcare Cost 
and Utilization Project (HCUP) data. We 
have also shown facility variation in 
unplanned hospital visits among ASCs 
alone using HCUP data from California. 
ASCs are unaffected by the 3-day 
payment window policy.2* We are 
confident that the variation shown is a 
reflection of facility variation in quality 
and not as a result of any issues to do 
with the 3-day window payment policy. 
We are aware of the impact of the 3-day 
window payment policy and will ensure 
HOPD colonoscopies affected by the 3- 
day window payment policy are 
included in the measure cohort and 
outcome to the fullest extent possible. 
Based on our internal testing with 
claims data, we believe our current 
algorithm is appropriate and accurate. 
However, since we always strive for 
improvement, we will evaluate the 
colonoscopy measure dry run data and 
work with HOPDs and ASCs to further 
review and refine the algorithm if 
necessary. 

We clarify that HOPD colonoscopy 
claims for calculation of the measure are 
identified using both the physician and 
the facility claims. We did not intend to 
imply that colonoscopies performed in 


22 Center for Medicare and Medicaid Services, 
“Facility 7-Day Risk-Standardized Hospital Visit 
Rate after Outpatient Colonoscopy,’ National 
Quality Form Measure Submission Form, 20. 


HOPDs are solely identified from 
physician claims. For both ASCs and 
HOPDs, the measure first identifies 
colonoscopy claims using both the 
physician claim and the corresponding 
facility claim to ensure that each 
colonoscopy claim is attributed to the 
appropriate facility. As a second step, 
the measure matches (1) physician 
claims that contain HOPD as the POS 
that do not have a matching facility 
claim with (2) inpatient claims to 
identify potential HOPD colonoscopies 
that have a subsequent inpatient 
admission within the measure’s 
timeframe of interest. This second step 
identifies HOPD colonoscopy claims 
affected by the 3-day window payment 
policy. 

An OIG review (http://oig.hhs.gov/ 
oas/reports/region10/11000516.pdf), 
concluded that, based on a sample of 
2009 claims, inaccuracies in physician 
POS coding often occur where a 
procedure occurs at a HOPD or ASC and 
a facility claim exists, yet the physician 
claimed a nonfacility POS. By matching 
both facility and physician colonoscopy 
claims for any given patient, we ensure 
that we accurately identify colonoscopy 
claims to the fullest extent possible and 
attribute the colonoscopy to the 
appropriate provider including HOPD 
colonoscopies affected by the 3-day 
window payment policy. 

We also have taken steps to educate 
providers about the appropriate POS 
coding and actively audit providers to 
improve the accuracy of POS coding. 
Beginning in 2012, we also introduced 
the “PD” modifier to indicate physician 
claims affected by the 3-day window 
payment policy. 

Regarding the comment concerning 
challenges in comparing HOPD and 
ASC data, the measure includes 
colonoscopies from all outpatient 
settings to ensure that the expected 
hospital visit rate for any facility is 
estimated using the full national 
experience of colonoscopy patients. We 
appreciate the concern that there are 
structural differences in claims across 
HOPD and ASC settings. However, the 
measure links claims across multiple 
settings to identify outpatient 
colonoscopy claims, comorbidities for 
risk-adjustment, and patient outcomes. 
Linking patient claims across multiple 
settings largely mitigates the impact of 
potential difference in coding practice 
among settings and allows comparisons 
of colonoscopy quality across settings. 

Comment: One commenter was 
concerned that the low occurrence rate 
may make the measure unreportable. 

Response: On Hospital Compare, we 
report measure rates, but may refrain 
from publishing numerator and/or 
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denominator data if either are less than 
11. Consistent with the CMS Policy for 
Privacy Act Implementation & Breach 
Notification, 2007, CMS statistical, 
aggregate or summarized information 
created as a result of analysis conducted 
using identifiable CMS data obtained 
under CMS-approved projects/studies 
may only be disclosed if the data are not 
individual-specific and the data are 
aggregated to a level where no data cells 
contain 10 or fewer individuals https:// 
www.cms.gov/Research-Statistics-Data- 
and-Systems/CMS-Information- 
Technology/SystemLifecycleFramework/ 
downloads/privacypolicy.pdf. 
Comment: Many commenters 
expressed concern that, if finalized, the 
OP-32 measure’s data collection period 
would begin July 1, 2014, several 
months before adoption of the measure 
is finalized. These commenters 
requested that CMS delay the beginning 
of the data submission period until at 
least 30 days after the rule is finalized. 
Response: After consideration of the 
public comments we received, we are 
not finalizing our proposal to use paid 
Medicare FFS claims from a 12-month 
period from July 1 of the year 3 years 
before the payment determination year 
to June 30 of the following year. We will 


not use administrative claims data for 
services that occur prior to January 1, 
2015. Instead, after the dry run, we will 
use paid Medicare FFS claims from a 
12-month period from January 1 to 
December 31 of the year 2 years before 
a payment determination year. 
Specifically, since we are finalizing this 
measure beginning with the CY 2018 
payment determination, and we will 
start with paid Medicare FFS claims 
from January 1, 2016 to December 31, 
2016. 

Comment: Some commenters 
suggested that CMS consider developing 
additional outcomes measures specific 
to colonoscopies, such as a measure of 
whether colonoscopy patients remain 
cancer free. 

Response: We appreciate the 
commenters’ suggestions and will take 
them into consideration for future 
measure selection. 

We continue to believe that quality of 
care measurement in the clinical area of 
outpatient colonoscopy is an important 
gap area with ample room for 
improvement and that this measure has 
sufficient reliability and validity for use 
in the Hospital OQR Program. 
Therefore, after consideration of the 
public comments we received, we are 


finalizing our proposal to adopt the OP— 
32: Facility Seven-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy measure for the 
Hospital OQR Program. However, to 
allow HOPDs sufficient time to review 
their measure data from the dry run and 
utilize the confidential facility reports 
with patient-level associated hospital 
event information, we are finalizing to 
make this measure required beginning 
with the CY 2018 payment 
determination and subsequent years, 
instead of the CY 2017 payment 
determination and subsequent years as 
proposed. 


We plan to perform a dry run of the 
measure in 2015. Also, with national 
implementation of a dry run of this 
measure, we will also review the 
appropriate cutoff volume for facilities, 
if necessary, in reporting the measure 
score. We refer readers to our discussion 
of the dry run and the cutoff volume 
above, in responses to previous 
comments. 


The finalized measure set for the 
Hospital OQR Program CY 2017 
payment determination and subsequent 
years, which includes previously 
finalized measures, is listed below. 


FINALIZED HOSPITAL OQR PROGRAM MEASURE SET FOR THE CY 2017 PAYMENT DETERMINATION AND SUBSEQUENT 


YEARS 


Measure name 


————— ee ee a ee en ee 





OP-26: Hospital Outpatient Volume on Selected Outpatient Surgical Procedures. * 


NQF No. 
WAN sdssvoncchasse OP-1: Median Time to Fibrinolysis. 
O2B8: ......5.5.:. OP-2: Fibrinolytic Therapy Received Within 30 Minutes of ED Arrival. **** 
R200) sscsicicscs OP-3: 
PRINS ccncpctnciees OP-—4: Aspirin at Arrival. 
PRS sastesapsacsts OP-5: Median Time to ECG. 
WN oeccsctcccpen OP-8: MRI Lumbar Spine for Low Back Pain. 
RUAN se cisccsene OP-9: Mammography Follow-up Rates. 
BWIA cscscetseseanuee OP-10: Abdomen CT—Use of Contrast Material. 
PONS Aveccenesoee OP-11: Thorax CT—Use of Contrast Material. 
NWA: .ocsutomcts 
tem as Discrete Searchable Data. 
DBB9 nc cs sccecess 
NAS: scssosceccueg 
DUAL casscscenceoxss 
PPA cuiscssenseueas OP-17: Tracking Clinical Results between Visits. 
ABE .0c..00.c00.. 
PUPA: cctiss decrees OP-20: Door to Diagnostic Evaluation by a Qualified Medical Professional. 
IMSL: csussssceuses OP-21: Median Time to Pain Management for Long Bone Fracture. 
DADA ic ccosscceencect OP-22: ED—Left Without Being Seen. *** 
DEBT cccscccsssee 
Scan Interpretation Within 45 minutes of Arrival. 
DWP = scssesscccouen' OP-25: Safe Surgery Checklist Use. 
DUA ccs caccase 
RODS cnuscsseasas OP-27: Influenza Vaccination Coverage among Healthcare Personnel. 
OBSB ....ccsccc0s. 
NSD) Sci pscsuiese 
Inappropriate Use. 
BBG. csssrscsen 


*OP-26: Procedure categories and corresponding HCPCS codes are 


located at: 


Median Time to Transfer to Another Facility for Acute Coronary Intervention. 


OP-12: The Ability for Providers with HIT to Receive Laboratory Data Electronically Directly into their ONC-Certified EHR Sys- 
OP-13: Cardiac Imaging for Preoperative Risk Assessment for Non Cardiac Low Risk Surgery. 

OP-14: Simultaneous Use of Brain Computed Tomography (CT) and Sinus Computed Tomography (CT). 

OP-15: Use of Brain Computed Tomography (CT) in the Emergency Department for Atraumatic Headache. 


OP-18: Median Time from ED Arrival to ED Departure for Discharged ED Patients. 


OP-23: ED—Head CT or MRI Scan Results for Acute Ischemic Stroke or Hemorrhagic Stroke who Received Head CT or MRI 


OP-29: Endoscopy/Polyp Surveillance: Appropriate Follow-up Interval for Normal Colonoscopy in Average Risk Patients. 
OP-30: Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a History of Adenomatous Polyps—Avoidance of 


OP-31: Cataracts—Improvement in Patient's Visual Function within 90 Days Following Cataract Surgery. ** 


http://qualitynet.org/dcs/BlobServer?blobkey= 


id& blobnocache=true&blobwhere=1228889963089&blobheader=multipart%2Foctet-stream& blobheadername 1=Content-Disposition&blobheader 
value 1=attachment%3Bfilename%3D1r_ OP26MIF_v+6+0b.pdf&blobcol=urldata&blobtable=MungoBlobs. 

**Measure voluntarily collected as set forth in section XIII.D.3.b. of this final rule with comment period. 

*** Name has been updated to correspond with NQF-endorsed name. 
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The finalized measure set for the 
Hospital OQR Program CY 2018 





the newly adopted measure, OP—32, is 


years, which includes previously 
listed below. 


finalized measures, and which includes 


payment determination and subsequent 


FINALIZED HOSPITAL OQR PROGRAM MEASURE SET FOR THE CY 2018 PAYMENT DETERMINATION AND SUBSEQUENT 





YEARS 
NQF No. Measure name 

REM scecccrcedesexs OP-1: Median Time to Fibrinolysis. 

CABS cccccccscess OP-2: Fibrinolytic Therapy Received Within 30 Minutes of ED Arrival. **** 

OBE i cisecsscess OP-3: Median Time to Transfer to Another Facility for Acute Coronary Intervention. 

EE es ccascsacess OP-4: Aspirin at Arrival. 

DER ssecesscssca OP-5: Median Time to ECG. 

OBT4) J. ccniecesac. OP-8: MRI Lumbar Spine for Low Back Pain. 

POE i eiscscncszesci OP-9: Mammography Follow-up Rates. 

PEIN cakisycceecivs OP-10: Abdomen CT—Use of Contrast Material. 

Ri sssesscesncs OP-11: Thorax CT—Use of Contrast Material. 

UR essicasezinas OP-12: The Ability for Providers with HIT to Receive Laboratory Data Electronically Directly into their ONC-Certified EHR Sys- 
tem as Discrete Searchable Data. 

COCs cicidieccs OP-13: Cardiac Imaging for Preoperative Risk Assessment for Non Cardiac Low Risk Surgery. 

RR cassscesisscans OP-14: Simultaneous Use of Brain Computed Tomography (CT) and Sinus Computed Tomography (CT). 

DUAR cescisezaseores OP-15: Use of Brain Computed Tomography (CT) in the Emergency Department for Atraumatic Headache. 

IIR gi cwcccurccssan OP-17: Tracking Clinical Results between Visits. 

CFOS wcccseccncce OP-18: Median Time from ED Arrival to ED Departure for Discharged ED Patients. 

INES sccenscsasescsu OP-20: Door to Diagnostic Evaluation by a Qualified Medical Professional. 

U2 ee OP-21: Median Time to Pain Management for Long Bone Fracture. 

RUE Sscceecisessi OP-22: ED—Left Without Being Seen. *** 

OGG ccssssavecacs OP-23: ED—Head CT or MRI Scan Results for Acute Ischemic Stroke or Hemorrhagic Stroke who Received Head CT or MRI 
Scan Interpretation Within 45 minutes of Arrival. 

Ly, eeenrcecnerrr OP-25: Safe Surgery Checklist Use. 

OW socsudciecuan: OP-26: Hospital Outpatient Volume on Selected Outpatient Surgical Procedures. * 

IGN siceneenacaes OP-27: Influenza Vaccination Coverage among Healthcare Personnel. 

OGSS  ...65<0c0000 OP-29: Endoscopy/Polyp Surveillance: Appropriate Follow-up Interval for Normal Colonoscopy in Average Risk Patients. 

CBSO sx ccciccsrss. OP-30: Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a History of Adenomatous Polyps—Avoidance of 
Inappropriate Use. 

CE acc cccannsss OP-31: Cataracts—Improvement in Patient's Visual Function within 90 Days Following Cataract Surgery. ** 

DG siccisesccazans OP-32: Facility 7-Day Risk-Standardized Hospital Visit Rate after Outpatient Colonoscopy. **** 


*“OP-26: Procedure categories and corresponding HCPCS codes are 





located at: 


blobnocache=true& blobwhere= 1228889963089&blobheader=multipant'%2Foctet-stream&blobheadername 1= 


http://qua oe org/dcs/BlobServer?blobkey=id& 


ontent-Disposition&blobheader 


value 1=attachment%3Bfilename%3D1r_ OP26MIF_v+6+0b.paf&blobcol=urldata&blobtable=MungoBlobs. 
**Measure voluntarily collected as set forth in section XIII.D.3.b. of this final rule with comment period. 
***Name has been updated to correspond with NQF-endorsed name. 
**** New measure finalized for the CY 2018 payment determination and subsequent years. 


F. Possible Hospital OQR Program 
Measures and Topics for Future 
Consideration 


The current measure set for the 
Hospital OQR Program includes 
measures that assess processes of care, 
imaging efficiency patterns, care 
transitions, ED throughput efficiency, 
the use of health information technology 
(health IT), care coordination, patient 
safety, and volume. For future payment 
determinations, we are considering 
expanding these measure areas and 
creating measures in new areas. 
Specifically, we are exploring (1) 
electronic clinical quality measures; (2) 
partial hospitalization measures; (3) 
behavioral health measures; and (4) 
other measures that align with the 
National Quality Strategy and the CMS 
Quality Strategy domains. 


1. Electronic Clinical Quality Measures 


HHS believes all patients, their 
families, and their health care providers 
should have consistent and timely 


access to their health information in a 
standardized format that can be securely 
exchanged between the patient, 
providers, and others involved in the 
patient’s care. (HHS August 2013 
Statement, “Principles and Strategy for 
Accelerating Health Information 
Exchange” (http://www.healthit.gov/ 
sites/default/files/ 
acceleratinghieprinciples_strategy.pd)). 
The Department is committed to 
accelerating health information 
exchange (HIE) through the use of 
electronic health records (EHRs) and 
other types of health information 
technology (health IT) across the 
broader care continuum through a 
number of initiatives including: (1) 
Alignment of incentives and payment 
adjustments to encourage provider 
adoption and optimization of health IT 
and HIE services through Medicare and 
Medicaid payment policies; (2) adoption 
of common standards and certification 
requirements for interoperable health 
IT; (3) support for privacy and security 


of patient information across all HIE- 
focused initiatives; and (4) governance 
of health information networks. 


More information on the governance 
of health information networks and its 
role in facilitating interoperability of 
health information systems can be 
found at: Attp://www.healthit.gov/sites/ 
default/files/ONC1 OyearInteroperability 
ConceptPaper. pdf. 

These initiatives are designed to 
encourage HIE among health care 
providers, including professionals and 
hospitals eligible for the Medicare and 
Medicaid EHR Incentive Programs as 
well as those who are not eligible for 
those programs, and are designed to 
improve care delivery and coordination 
across the entire care continuum. For 
example, the Transition of Care Measure 
#2 in Stage 2 of the Medicare and 
Medicaid EHR Incentive Programs (77 
FR 54017 through 54020) requires HIE 
to share summary records for more than 
10 percent of care transitions. 
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We anticipate that as EHR technology 
evolves and more infrastructure is 
operational, we will begin to accept 
electronic reporting of many measures 
from EHR technology certified under the 
ONC health IT Certification Program. 
We are working diligently toward this 
goal. We believe that submitting data for 
the Hospital OQR Program 
electronically would significantly 
reduce the administrative burden 
associated with reporting chart- 
abstracted measures. We recognize that 
considerable work needs to be done by 
measure owners and health IT 
developers and implementers to make 
this possible with respect to the clinical 
quality measures targeted for electronic 
specifications (e-specifications). This 
work includes completing e- 
specifications for measures, pilot 
testing, reliability and validity testing, 
and implementing such specifications 
in certified EHR technology to capture 
and calculate the results. 

We received the following comments 
on these future measures. 

Comment: Many commenters 
supported CMS’ efforts to establish 
electronic clinical quality measures after 
validation and testing, but expressed 
concerns and offered suggestions. One 
commenter specifically noted the 
importance of health information 
exchanges in disseminating infection 
prevention and control information 
across the care continuum. Some 
commenters encouraged CMS to obtain 
input from ONC and hospital staff, for 
the purpose of ensuring the maturity of 
e-specifications and the ability of 
certified EHRs to support valid, feasible, 
and reliable electronic clinical quality 
measures for implementation in 
different programs. Some commenters 
urged CMS to proceed in a phased 
approach to implementing electronic 
clinical quality measures. 

Response: We agree that health 
information exchanges are critical in 
quality care improvement, including 
infection prevention and control. To the 
greatest extent feasible, we strive to 
work with ONC and stakeholders, 
including hospital staff, to develop and 
specify electronic clinical quality 
measures before their adoption. If we 
decide to propose electronic clinical 
quality measures in the future, we will 
consider a phased approach. 

Comment: One commenter stated that 
it is premature to expand the measure 
set to include electronic clinical quality 
measures at this time because 
tremendous work in developing or 
defining e-specifications, pilot testing, 
and validity and reliability testing is 
still needed. 


Response: We recognize that much 
work needs to be done before the 
adoption of electronic clinical quality 
measures. However, we also believe that 
implementation of electronic clinical 
quality measures will ultimately reduce 
provider burden and facilitate care 
coordination and patient engagement. 
We will weigh and balance these 
concerns when we propose to adopt 
electronic clinical quality measures in 
the future. 

Comment: One commenter stated that 
the additional time needed to develop 
electronic clinical quality measures will 
allow hospitals to optimize their EHRs 
and develop information sharing 
networks. 

Response: We thank the commenter 
for raising this concern. We believe, to 
the extent feasible, it is important to 
ensure that hospitals are ready to 
implement EHRs and will continue to 
work with them as we implement 
electronic clinical quality measures. 

We thank the commenters for their 
views and will consider them as we 
develop and implement future 
electronic clinical quality measures. 


2. Partial Hospitalization Program 
Measures 


We seek to develop a comprehensive 
set of quality measures to be available 
for widespread use for informed 
decision-making and quality 
improvement in the hospital outpatient 
setting. Therefore, in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75106), we stated that, 
through future rulemaking, we intended 
to propose new measures that help us 
further our goal of achieving better 
health care and improved health for 
Medicare beneficiaries who receive 
health care in hospital outpatient 
settings, such as partial hospitalization 
programs (PHPs) that are part of HOPDs. 

Partial hospitalization is an intensive 
outpatient program of psychiatric 
services provided to patients as an 
alternative to inpatient psychiatric care 
for individuals who have acute mental 
illness. The PHP was designed to assist 
individuals with acute psychiatric 
illness in managing debilitating 
symptoms and prevent the need for 
hospitalization or rehospitalization. 
Behavioral health treatments and 
services have improved and evolved 
through medication advances, recovery- 
based therapy, and evidenced-based 
interventions, including peer supports. 
PHP services have had the opportunity 
to evolve to provide individuals with a 
unique setting that can contribute to 
maintaining social and community 
connectivity while focusing on 
sustained recovery to prevent initial 


hospitalization during a given episode 
and subsequent rehospitalization. 
Currently, the Hospital OQR Program 
has not adopted measures applicable to 
PHPs. 

Although we believe that the PHP is 
an important program offering an 
alternative to inpatient stays, we note 
that PHP utilization has been 
declining.?* Therefore, as we consider 
implementing PHP measures in future 
years, we invited public comment 
regarding the utility of including 
measures for this care setting in the 
Hospital OQR Program. 

We specifically requested public 
comment on three PHP measures we 
submitted to the MAP for consideration 
as part of the ‘““MAP Pre-Rulemaking 
Report: 2014 Recommendations on 
Measures for More than 20 Federal 
Programs” (http:// 
www.qualityforum.org/Publications/ 
2014/01/MAP._Pre-Rulemaking_Report_ 
_2014 Recommendations on_ 
Measures_for More_than_20 Federal_ 
Programs.aspx (formerly referred to as 
the ‘‘List of Measures Under 
Consideration’’)): 

e 30-Day Readmission; 

¢ Group Therapy; and 

¢ No Individual Therapy. 

These measures are included in the 
Program for Evaluating Payment 
Patterns Electronic Reports (PEPPERs) 
developed under the Comprehensive 
Error Rate Testing (CERT) Program. 
Further information on these claims- 
based measures that provide indicators 
of quality of care can be found at 
http://www. pepperresources.org/ 
LinkClick.aspx?fileticket= 
stK9UUMQWIM %3d&tabid=148. 

We also requested public input on 
other possible quality measures for 
partial hospitalization services for 
inclusion in the Hospital OQR Program 
in future years. 

Comment: Some commenters 
supported CMS’ consideration of PHP 
measures, noting that these measures 
will encourage hospitals to monitor 
their performance over time and 
identify opportunities for quality 
improvement. 

Response: We thank the commenters 
for their support. We agree that PHPs 
are an important alternative to inpatient 
stays and there may be value in 
collecting and reporting this data. 

Comment: Many commenters did not 
support PHP quality metrics in the 
Hospital OQR Program, stating that 
there are significant differences between 
outpatient and PHP treatment services, 


23 http://www.cms.gov/Research-Statistics-Data- 
and-Systems/Statistics-Trends-and-Reports/ 
Reports/downloads/Leung_ PHP_PPS_2010.pdf. 


66958 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 





structure, and supervision, as well as 
other concerns. Commenters 
recommended that CMS adopt PHP 
measures that have been NQF-endorsed 
and are MAP-recommended, noting that 
the three PHP measures mentioned in 
the proposed rule were not 
recommended by the MAP because they 
were not well-defined or required 
additional evidence relating to their 
value. Commenters suggested that CMS 
address the MAP’s concerns before 
proposing these measures for use in the 
Hospital OQR Program. 

Response: We disagree that PHP 
measures are not appropriate for the 
Hospital OQR Program based on 
differences between outpatient and PHP 
treatment services, structure, and 
supervision. Because PHP services are 
provided by HOPDs, are an important 
alternative to inpatient stays, and are 
utilized by Medicare beneficiaries, we 
believe that there may be value in 
collecting and reporting quality measure 
data for these services. However, at this 
time, we are not proposing any PHP 
measures for the Hospital OQR Program. 
The PHP measures on which we invited 
comment have not been recommended 
by the MAP. The MAP stated that it 
needed further information on the 30- 
Day Readmission measure and 
recommended that the No Individual 
Therapy and Group Therapy measures 
be submitted for NQF endorsement 
before they are adopted by the Hospital 
OQR Program (http:// 
www.qualityforum.org/Publications/ 
2014/01/MAP_Pre-Rulemaking_Report_ 
_2014 Recommendations on_ 
Measures_for More _than_20_Federal_ 
Programs.aspx). 

if we do consider proposing PHP 
measures in the future, to the extent 
feasible, we intend to propose to adopt 
measures which are NQF-endorsed and 
have been MAP-recommended. Before 
adopting a measure, we try to address 
stakeholder concerns, including the 
differences in the outpatient and PHP 
settings. Finally, if we choose to 
propose the three measures discussed in 
the proposed rule, we will consider the 
comments of the MAP and address them 
to the extent feasible. We note, however, 
that not all of the measures adopted by 
the Hospital OQR Program are NQF- 
endorsed, nor is NQF endorsement a 
program requirement (section 
1833(t)(17)(C)(i) of the Act). 

Comment: Some commenters believed 
that using PHP measures in the Hospital 
OQR Program would constitute a 
duplication of efforts because the 
measures are already included in 
PEPPER. Other commenters also viewed 
PEPPER measures as auditing tools 
rather than quality measures. 





Response: We will consider the 
commenters’ viewpoint if we propose to 
adopt the PEPPER measures in future 
rulemaking. We note that these 
measures, while addressing areas of 
payment concern, also address areas of 
quality of care concern and that the 
PEPPER measures are not publicly 
reported at the facility level. 

Comment: Commenters expressed 
concerns about the 30-day readmissions 
measure because this patient population 
tends to be readmitted for behavioral 
conditions due to social issues for 
which hospitals have little control. 
Commenters stated that PHP patients’ 
clinical needs evolve over time, that 
readmissions are often needed to 
stabilize patients, and that measuring 
facilities on readmission rates could 
cause unintended consequences. 
Commenters further stated that the 
readmission measure is not sufficiently 


risk-adjusted. 
Response: We thank the commenters 


for raising these concerns. We will 
consider these concerns if we propose to 
adopt the 30-day readmission PEPPER 
measure for the Hospital OQR Program 


in future rulemaking. 
Comment: Some commenters stated 


that CMS should better understand the 
challenges facing PHP and readmissions 
before imposing PHP quality measures 
because quality measures could further 
destabilize the PHP rate and threaten 
access to this service. 

Response: We understand that 
utilization of PHP services has been 
decreasing and that many challenges 
may be unique to the PHP setting. We 
will consider these issues before 
proposing to adopt any PHP measures in 
future rulemaking. 

Comment: One commenter 
recommended that CMS include the 60+ 
Days of Service measure in the PHP 
measure suite as well as assessments of 
intensive outpatient programs that treat 
individuals with substance use 
disorders. 

Response: We thank the commenter 
for the recommendation and will 
consider this measure if we propose to 
adopt PHP measures in future 
rulemaking. We note that Medicare does 
not cover intensive outpatient program 
(IOP) services, and this could affect the 
usefulness of the recommended measure 
for the Hospital OQR Program. 

Comment: Some commenters 
encouraged CMS to develop specific 
PHP measures such as: (1) Requiring 
PHPs to identify a specific appointment 
within 14 days; (2) requiring continuing 
care information be provided directly to 
the follow-up provider; and (3) 
establishing Quality Service Criteria for 
use in judging performance, including 


criteria relating to access, treatment 
intensity, discharge planning, and 
continuity of care. 

Response: We appreciate the 
commenters’ suggestions. We support 
coordination of care efforts and will 
consider developing these types of 
measures for the Hospital OQR Program. 

Comment: One commenter argued 
that the Group Therapy measure should 
only be adopted as a percentage rating 
of group therapy as a comparison to all 
interventions billed. The commenter 
also noted that both group therapy and 
individual psychotherapy are needed 


for optimal success. 
Response: We thank the commenter 


for sharing its views. We are unclear 
what the commenter means by ‘“‘a 
percentage rating of group therapy” and 
so cannot respond at this time. 
However, we welcome clarification and 
will consider all of the commenter’s 
concerns if we propose to adopt PHP 
measures in future rulemaking. 

Comment: One commenter voiced 
support for our efforts in working 
toward electronic quality of care 
measures in the PHP setting of care. 

Response: We note that we did not 
specifically discuss electronic quality- 
of-care measures for the PHP setting in 
the proposed rule. However, we are 
working diligently to implement 
electronic measures across the quality 
reporting programs, and we may 
consider electronic clinical quality 
measures for the PHP setting in the 
future. 

We thank the commenters for their 
views and will consider them as we 
develop future policies. 


3. Behavioral Health Measures 


In addition to PHP measures, we are 
considering other measures specific to 
behavioral health in the outpatient 
setting, including measures addressing 
depression and alcohol abuse. Major 
depression is a leading cause of 
disability in the United States, 
complicates the treatment of other 
serious illnesses, and is associated with 
an increased risk of suicide. Major 
depression is a common mental health 
condition, affecting 6 to 9 percent of 
those over 55 years of age.24 Along with 
other serious mental health conditions, 
it has a higher Medicare inpatient 
readmission rate than all other 
conditions with the exception of heart 
failure.2° Alcohol use disorders are the 


24 Q’Connor E, Whitlock E, Beil T, et al. Screening 
for depression in adult patients in primary care 
settings: a systematic evidence review. Annals of 
Internal Medicine 2009 December 1:151(11):793— 
803. 

25 Stephen F. Jencks, M.D., M.P.H., Mark V. 
Williams, M.D., and Eric A. Coleman, M.D., M.P.H. 
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most prevalent type of addictive 
disorder in individuals ages 65 and 
over.26 Roughly 6 percent of the elderly 
are considered to be heavy users of 
alcohol.?7 Alcohol abuse is often 
associated with depression and 
contributes to the etiology of serious 
medical conditions, including liver 
disease and coronary heart disease. 
Because of the prevalence of depression 
and alcohol abuse and their impact on 
the Medicare population, we believe 
that we should consider measures in 
these and other behavioral health areas 
for use in future Hospital OQR Program 
payment determination years. 
Therefore, we invited public comment 
on measures applicable to these areas 
that would be suitable for the Hospital 
OQR Program. 

Comment: Many commenters 
supported CMS’ efforts to develop and 
implement quality measurement tools 
related to alcohol abuse and depression 
because of the prevalence of these 
conditions within the Medicare 
population and the need to improve 
care coordination for these conditions. 
Commenters encouraged CMS to 
incorporate measures that address the 
following principles: (1) The patient’s 
readiness for treatment; (2) the 
treatment will address mental health 
issues in conjunction with the alcohol 
abuse; and (3) the patient’s willingness 
to participate in an alcohol abuse 
program without the need for coerced 
efforts. 

Response: We thank commenters for 
their support, and we will consider 
these principles if we choose to propose 
to adopt behavioral health measures in 
the future. 

Comment: One commenter suggested 
adopting a measure that evaluates 
screening for psychological/physical or 
sexual trauma, arguing that trauma 
informed care is critical to successful 
recovery and better engagement and 
retention in ambulatory care. 

Response: We agree that this clinical 
topic is important, and we will consider 
adopting a measure screening for trauma 
in the future. 

Comment: Some commenters argued 
that behavioral health measures are 
more suited to the IPFQR Program. 

Response: We disagree with this view. 
We believe all care settings should seek 


Rehospitalizations among Patients in the Medicare 
Fee-for-Service Program. N Eng] J Med 
2009;360:1418-28. 

26 Stephen Ross. Alcohol Use Disorders in the 
Elderly. Psychiatry Weekly (no date) Available at: 
hitp://www.psychweekly.com/aspx/article/ 
ArticleDetail.aspx?articleid=19. 

27 AL Mirand and JW Welte. Alcohol 
consumption among the elderly in a general 
population, Erie County, New York. Am J Public 
Health. 1996 July; 86(7): 978-984. 


to improve the behavioral health 
outcomes of their patients. 

Comment: One commenter 
recommended that CMS work with the 
NQF to develop appropriate measures 
related to beneficiary wellness concerns. 
The commenter noted that behavioral 
health quality measures are used in the 
nursing home and home health care 
settings, and that these measures should 
be reviewed to determine if they are 
applicable to the outpatient setting. The 
commenter believed that any measures 
used should be claims-based and not 
generated by chart abstraction to 
minimize administrative burden. 

Response: We interpret ‘‘beneficiary 
wellness concerns’’ to mean measures of 
behavioral health. We endeavor to adopt 
measures that are NQF-endorsed and 
believe it is critical to work with 
stakeholders to develop measures. 
However, we note that not all of the 
measures adopted by the Hospital OQR 
Program are NQF-endorsed, nor is NQF 
endorsement a program requirement 
(section 1833(t)(17)(C)(i) of the Act) as 
consensus among affected parties can be 
reflected through means other than NQF 
endorsement. In addition, to the extent 
feasible, we believe it is important to 
align measures across all our quality 
reporting programs, and we will look to 
other settings for measures of behavioral 
health. Finally, we will continue to 
examine options for less burdensome 
reporting mechanisms for these and 
other program measures in the future; 
this includes claims-based and 
electronically submitted data. 

Comment: Some commenters 
recommended that behavioral health 
quality measures not be considered at 
this time for the Hospital OQR Program, 
arguing that additional research and 
education needs to be done to develop 
helpful behavioral measures. 

Response: We will continue to 
research appropriate measures and work 
with stakeholders as we consider 
behavioral health measures for the 
Hospital OQR Program in the future. 

Comment: One commenter urged 
CMS to work with its behavioral health 
Technical Experts Panel (TEP) and the 
MAP to identify and bring forward 
behavioral health measures that are 
suitable for this population and for 
consideration by all stakeholders. 

Response: We convene TEPs, groups 
of stakeholders and experts, to provide 
technical input on the development, 
selection, and maintenance of measures. 
Convening TEPs is one important step 
in the measure development or 
reevaluation process to ensure 
transparency and it provides an 
opportunity to receive multi- 
stakeholders input early in the process. 





We refer readers to http://www.cms.gov/ 
Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/MMS/ 
TechnicalExpertPanels.htm] for more 
information on TEPs. We believe it is 
important to work with stakeholders as 
we develop and adopt behavioral health 
measures. We will leverage both TEPs 
and the MAP as we consider future 


measures. 
Comment: One commenter 


recommended that CMS incorporate 
standardized behavioral health 
measures that are currently in 
widespread use, such as the National 
Center for Quality Assurance’s 
behavioral health measures. 

Response: We thank the commenter 
for its recommendation, and we will 
consider these measures for future 
rulemaking. 

Comment: Some commenters 
supported CMS’ efforts to identify 
depression and depression-related 
issues in the Medicare population. The 
commenters believed that an 
identification tool should be used for 
any new patient encounter and 
recommended that every Medicare 
provider should be required to use a 
depression screening tool at any initial 
patient screening/encounter. Some 
commenters, however, noted that 
depression screening in the ambulatory 
setting is nearly universal, and, 
therefore, such a measure may be 
‘“‘topped-out” even before adoption. 

Response: We thank commenters for 
their support. We interpret the 
commenters’ suggestions to mean that 
we should include measures that 
encourage providers to screen patients 
to identify depression. We will consider 
depression screening measures in the 
future. 

We thank the commenters for their 
views on behavioral health measures in 
the outpatient setting and will consider 
them as we develop future policies. 


4, National Quality Strategy and CMS 
Quality Strategy Measure Domains 


In considering future Hospital OQR 
Program measures, we are focusing on 
the following National Quality Strategy 
and CMS Quality Strategy measure 
domains: make care safer, strengthen 
person and family engagement, promote 
effective communication and 
coordination of care, promote effective 
prevention and treatment, work with 
communities to promote best practices 
of healthy living, and make care 
affordable. We believe measures in these 
areas will promote better care and align 
measures across multiple CMS quality 
programs, in particular, the Hospital 
OQR, Hospital IQR, and ASCQR 
Programs. 
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We received the following comments 
on these future measures. 

Comment: Many commenters 
supported the Hospital OQR Program’s 
effort to align future measures with the 
NQS priorities and CMS quality 
strategy, noting that doing so will make 
the Hospital OQR Program more 
consistent with the Hospital IQR 
Program. Commenters urged CMS to 
further align our measures with other 
quality reporting programs. One 
commenter stated that CMS should 
respond to all MAP recommendations as 
part of any proposed rule so that 
stakeholders may gain a better 
understanding of our decisions, 
particularly when a MAP 
recommendation is not being followed. 

Response: We thank the commenters 
for their support. To the extent 
practicable, we strive to align measures 
across our quality reporting programs. 
We also appreciate the feedback of the 
MAP and work to address its concerns 
before adopting measures in the 
Hospital OQR Program. As we stated 
above, to the extent feasible, we strive 
to state and address the MAP concerns 
when adopting a measure. 

Comment: Some commenters 
recommended that CMS introduce 
measures to track and monitor radiation 
dose exposure and contrast dose 
exposure, including organ-specific 
radiation exposure based on patient 
weight and contrast administration, and 
a meaningful tracking mechanism for 
patient longitudinal exposure. One 
commenter noted that the PQRS 
program has included some similar 
measures giving radiologists an 
incentive to track patient exposure. In 
addition, the commenter noted that The 
Joint Commission, the FDA, and the 
EPA have all issued guidance 
recommending that exposure to 
radiation through medical devices be 
minimized. 

Response: We thank the commenters 
for their recommendations, and we may 
consider these types of measures in 
future years. 

Comment: One commenter urged 
CMS to require hospitals to comply with 
all manufacturing standards for imaging 
equipment to facilitate patient safety 
and promote the overall quality of 
patient care in hospitals. The 
commenter also recommended a 
measure tracking the demonstrated 
reduction in suboptimal or 
nondiagnostic echocardiograms and the 
resulting improvements in diagnosis 
and reductions in costs to Medicare and 
beneficiaries. 

Response: We thank the commenter 
for its recommendation, and we may 


consider these types of measures in 
future years. 

Comment: One commenter 
encouraged the implementation of a 
CAHPS survey used to encourage 
patient experience improvement across 
the ambulatory surgery sector. The 
commenter urged CMS to continue to 
analyze and address the role of the 
survey and discuss the comparative 
roles of surveys across other care 
settings and quality reporting programs. 
Another commenter encouraged CMS to 
involve consumers and purchasers in 
refinement of the CAHPS survey for the 
outpatient setting. 

Response: We thank the commenters 
for these suggestions. We intend to 
include such survey measures for the 
outpatient setting on our December 1, 
2014 Measures under Consideration 
(MUC) List for MAP review. We 
currently use patient experience-of-care 
surveys in a variety of health care 
settings. For example, both the ESRD 
QIP and the Hospital IQR Program use 
patient experience-of-care surveys, the 
In-center Hemodialysis Consumer 
Assessment of Healthcare Providers and 
Systems (ICH CAHPS) and the Hospital 
Consumer Assessment of Healthcare 
Providers and Systems (HCAHPS), 
respectively. We agree that, to the extent 
feasible, survey instruments should be 
aligned and coordinated across settings. 
The developmental process of CAHPS 
and patient experience-of-care surveys 
involves several opportunities for input 
from patients, patient advocates, and 
stakeholders from the HOPD and ASC 
industry, including professional 
associations, clinicians, accreditation 
organizations, and the government. 
These opportunities include serving on 
the TEP, responding to the Federal 
Register notice requesting measures, 
topics, or public domain questionnaires, 
and providing comment on the survey 
through the OMB clearance process. 

Comment: One commenter 
recommended that CMS target high 
volume procedures that may be 
unnecessary at the composite, 
individual hospital, and physician 
levels, including those that are part of 
the Choosing Wisely campaign. 

Response: We thank the commenter 
for its recommendation, and we may 
consider these types of measures in 
future years. 

Comment: One commenter requested 
that CMS risk-adjust measures of 
clinical outcomes for SES in order to 
avoid disadvantaging hospitals, 
particularly safety-net hospitals that are 
evaluated on these outcomes. 

Response: We thank the commenter 
for this feedback. We addressed the 
topic of risk adjustment with respect to 


the Hospital IQR and Hospital 
Readmissions Reduction Programs in 
the FY 2015 IPPS/LTCH PPS final rule 
(79 FR 50219 and 50026 through 50027), 
and we believe the same approach 
would apply to risk adjustment for 
Hospital OQR Program measures 
because the Hospital OQR Program 
outcome measures are risk-adjusted, and 
this approach aligns with outcome 
measures methodology used in other 
programs across settings. The purpose of 
risk adjustment when comparing 
outcome rates for two different 
outpatient facilities is to statistically 
compensate (or adjust) for risk factor 
differences in the two facilities so that 
the outcome rates can be compared 
legitimately despite the differences in 
risk factors. 

We appreciate the commenters’ 
suggestions on the importance of 
addressing SES in the Hospital OQR 
Program. We continue to consider and 
evaluate stakeholder concerns regarding 
the impact of patients’ SES on Hospital 
OQR measures. 

Comment: Many commenters urged 
CMS to adopt only NQF-endorsed 
measures for its quality reporting and 
pay-for-performance programs, arguing 
that the consensus-based process 
validates quality measures’ rigor and 
ensures that the measures have been are 
reliable and have been carefully tested, 
validated, and scrutinized. Commenters 
also commended CMS for considering 
the MAP’s input in selecting measures, 
particularly because the MAP considers 
NQF endorsement, measures’ feasibility 
of implementation, stakeholder input, 
and validity. 

Response: We thank commenters for 
their support for the MAP process. To 
the extent feasible, we seek to adopt 
measures that have been NQF-endorsed. 
However, we also note that consensus 
among affected parties can be reflected 
through means other than NQF 
endorsement. We also refer readers to 
our discussion above in section XIILE. 
of this final rule with comment period 
in response to a similar comment. 

Comment: Commenters suggested that 
CMS consider adopting measures of 
HAIs, such as SSI, CLABSI, CAUTI, 
MRSA, and C. difficile, or infection 
control process measures, such as 
MRSA colonization at admission or 
hand hygiene adherence, use of barrier 
precautions, or other process measures. 
Commenters noted that infections such 
as MRSA and C. difficile are a 
significant source of morbidity and 
mortality. One commenter encouraged 
CMS to develop composite measures of 
common surgical infections; another 
commenter requested that CMS adopt 
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measures that have aligned data 
elements with the CDC’s NHSN. 

Response: We agree that it is 
important to minimize infection events 
that present significant health risks to 
patients. We also believe that infection 
prevention measures provide 
information critical to quality 
improvement efforts. We note that 
several measures that focus on these 
infections are already included in the 
Hospital IQR Program (79 FR 50202) 
and are aligned with the CDC’s NHSN. 
We will consider including these types 
of measures for the outpatient setting in 
the Hospital OQR Program and aligning 
them with other quality reporting 
programs, such as the Hospital IQR 
Program, to the extent feasible in future 
years. 

Comment: One commenter suggested 
that CMS consider measures of adverse 
outcomes from high-volume procedures 
such as cataract removals, other eye 
procedures, endoscopies, 
musculoskeletal procedures, and 
colonoscopies. 

Response: We thank the commenter 
for its suggestion and may consider 
these types of measures in future years. 

We thank the commenters for their 
views and will consider them as we 
develop future policies. 


G. Payment Reduction for Hospitals 
That Fail To Meet the Hospital 
Outpatient Quality Reporting (OQR) 
Program Requirements for the CY 2015 
Payment Update 


1. Background 


Section 1833(t)(17) of the Act, which 
applies to subsection (d) hospitals (as 
defined under section 1886(d)(1)(B) of 
the Act), states that hospitals that fail to 
report data required to be submitted on 
the measures selected by the Secretary, 
in the form and manner, and at a time, 
required by the Secretary will incur a 
2.0 percentage point reduction to their 
Outpatient Department (OPD) fee 
schedule increase factor; that is, the 
annual payment update factor. Section 
1833(t)(17)(A)(ii) of the Act specifies 
that any reduction applies only to the 
payment year involved and will not be 
taken into account in computing the 
applicable OPD fee schedule increase 
factor for a subsequent payment year. 

The application of a reduced OPD fee 
schedule increase factor results in 
reduced national unadjusted payment 
rates that apply to certain outpatient 
items and services provided by 
hospitals that are required to report 
outpatient quality data in order to 
receive the full payment update factor 
and that fail to meet the Hospital OQR 
Program requirements. Hospitals that 


meet the reporting requirements receive 
the full OPPS payment update without 
the reduction. For a more detailed 
discussion of how this payment 
reduction was initially implemented, 
we refer readers to the CY 2009 OPPS/ 
ASC final rule with comment period (73 
FR 68769 through 68772). 

The national unadjusted payment 
rates for many services paid under the 
OPPS equal the product of the OPPS 
conversion factor and the scaled relative 
payment weight for the APC to which 
the service is assigned. The OPPS 
conversion factor, which is updated 
annually by the OPD fee schedule 
increase factor, is used to calculate the 
OPPS payment rate for services with the 
following status indicators (listed in 
Addendum B to this proposed rule, 
which is available via the Internet on 
the CMS Web site): “‘P,” “Q1,” “Q2,” 
TE Ra 8 ee ae ae 
note that we are finalizing our proposal 
to delete status indicator “X’” as 
described in sections II.A.3. and X. of 
this final rule with comment period. We 
also note that we are finalizing our 
proposal to develop status indicator 
“J1” as part of our comprehensive APC 
policy, effective for CY 2015, discussed 
in section II.A.2.e. of the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 74861 through 74910) and 
sections II.A.2.e. of the CY 2015 OPPS/ 
ASC proposed rule and this final rule 
with comment period. Payment for all 
services assigned to these status 
indicators will be subject to the 
reduction of the national unadjusted 
payment rates for hospitals that fail to 
meet Hospital OQR Program 
requirements, with the exception of 
services assigned to New Technology 
APCs with assigned status indicator “‘S”’ 
or “T.” We refer readers to the CY 2009 
OPPS/ASC final rule with comment 
period (73 FR 68770 through 68771) for 
a discussion of this policy. 

The OPD fee schedule increase factor 
is an input into the OPPS conversion 
factor, which is used to calculate OPPS 
payment rates. To reduce the OPD fee 
schedule increase factor for hospitals 
that fail to meet reporting requirements, 
we calculate two conversion factors—a 
full market basket conversion factor 
(that is, the full conversion factor), and 
a reduced market basket conversion 
factor (that is, the reduced conversion 
factor). We then calculate a reduction 
ratio by dividing the reduced 
conversion factor by the full conversion 
factor. We refer to this reduction ratio as 
the “reporting ratio” to indicate that it 
applies to payment for hospitals that fail 
to meet their reporting requirements. 
Applying this reporting ratio to the 
OPPS payment amounts results in 


reduced national unadjusted payment 
rates that are mathematically equivalent 
to the reduced national unadjusted 
payment rates that would result if we 
multiplied the scaled OPPS relative 
payment weights by the reduced 
conversion factor. For example, to 
determine the reduced national 
unadjusted payment rates that applied 
to hospitals that failed to meet their 
quality reporting requirements for the 
CY 2010 OPPS, we multiplied the final 
full national unadjusted payment rate 
found in Addendum B of the CY 2010 
OPPS/ASC final rule with comment 
period by the CY 2010 OPPS final 
reporting ratio of 0.980 (74 FR 60642). 

In the CY 2009 OPPS/ASC final rule 
with comment period (73 FR 68771 
through 68772), we established a policy 
that the Medicare beneficiary's 
minimum unadjusted copayment and 
national unadjusted copayment for a 
service to which a reduced national 
unadjusted payment rate applies would 
each equal the product of the reporting 
ratio and the national unadjusted 
copayment or the minimum unadjusted 
copayment, as applicable, for the 
service. Under this policy, we apply the 
reporting ratio to both the minimum 
unadjusted copayment and national 
unadjusted copayment for services 
provided by hospitals that receive the 
payment reduction for failure to meet 
the Hospital OQR Program reporting 
requirements. This application of the 
reporting ratio to the national 
unadjusted and minimum unadjusted 
copayments is calculated according to 
§ 419.41 of our regulations, prior to any 
adjustment for a hospital's failure to 
meet the quality reporting standards 
according to § 419.43(h). Beneficiaries 
and secondary payers thereby share in 
the reduction of payments to these 
hospitals. 

In the CY 2009 OPPS/ASC final rule 
with comment period (73 FR 68772), we 
established the policy that all other 
applicable adjustments to the OPPS 
national unadjusted payment rates 
apply when the OPD fee schedule 
increase factor is reduced for hospitals 
that fail to meet the requirements of the 
Hospital OQR Program. For example, 
the following standard adjustments 
apply to the reduced national 
unadjusted payment rates: the wage 
index adjustment; the multiple 
procedure adjustment; the interrupted 
procedure adjustment; the rural sole 
community hospital adjustment; and the 
adjustment for devices furnished with 
full or partial credit or without cost. 
Similarly, OPPS outlier payments made 
for high cost and complex procedures 
will continue to be made when outlier 
criteria are met. For hospitals that fail to 
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meet the quality data reporting 
requirements, the hospitals’ costs are 
compared to the reduced payments for 
purposes of outlier eligibility and 
payment calculation. We established 
this policy in the OPPS beginning in the 
CY 2010 OPPS/ASC final rule with 
comment period (74 FR 60642). For a 
complete discussion of the OPPS outlier 
calculation and eligibility criteria, we 
refer readers to section II.G. of this final 
rule with comment period. 


2. Reporting Ratio Application and 
Associated Adjustment Policy for CY 
2015 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41017), we proposed to 
continue our established policy of 
applying the reduction of the OPD fee 
schedule increase factor through the use 
of a reporting ratio for those hospitals 
that fail to meet the Hospital OQR 
Program requirements for the full CY 
2015 annual payment update factor. For 
the CY 2015 OPPS, the proposed 
reporting ratio is 0.980, calculated by 
dividing the proposed reduced 
conversion factor of $72.692 by the 
proposed full conversion factor of 
$74.176. We proposed to continue to 
apply the reporting ratio to all services 
calculated using the OPPS conversion 
factor. For the CY 2015 OPPS, we 
proposed to apply the reporting ratio, 
when applicable, to all HCPCS codes to 
which we have assigned status 
indicators “P,” “Gi,” “G2.” “G3.” “R,” 
“Si” “T,” “V,” and “U” (other than new 
technology APCs to which we have 
assigned status indicators ‘‘S” and “‘T’’). 
We note that we are finalizing our 
proposal to delete status indicator ‘‘X”’ 
as described in sections II.A.3. and X. of 
the proposed rule and this final rule 
with comment period. We note that we 
are finalizing our proposal to develop 
status indicator “‘J1’’ as part of our CY 
2015 comprehensive APC policy, 
discussed in sections II.A.2.e. of the CY 
2015 OPPS/ASC proposed rule and this 
final rule with comment period and to 
apply the reporting ratio to the 
comprehensive APCs. We proposed to 
continue to exclude services paid under 
New Technology APCs. We proposed to 
continue to apply the reporting ratio to 
the national unadjusted payment rates 
and the minimum unadjusted and 
national unadjusted copayment rates of 
all applicable services for those 
hospitals that fail to meet the Hospital 
OQR Program reporting requirements. 
We also proposed to continue to apply 
all other applicable standard 
adjustments to the OPPS national 
unadjusted payment rates for hospitals 
that fail to meet the requirements of the 
Hospital OQR Program. Similarly, we 


proposed to continue to calculate OPPS 
outlier eligibility and outlier payment 
based on the reduced payment rates for 
those hospitals that fail to meet the 
reporting requirements. 

We did not receive public comments 
on our proposal. Therefore, we are 
finalizing our proposal to apply the 
Hospital OQR Program reduction in the 
manner described above. We also are 
finalizing our proposal, with 
modification, to reflect the CY 2015 
OPPS status indicators to which the 
adjustment would apply. For the CY 
2015 OPPS, the final reporting ratio is 
0.980, calculated by dividing the final 
reduced conversion factor of $72.661 by 
the final full conversion factor of 
$74.144. 

As a result, for the CY 2015 OPPS, we 
are applying a reporting ratio of 0.980 to 
the national unadjusted payments, 
minimum unadjusted copayments, and 
national unadjusted copayments for all 
applicable services for those hospitals 
failing to meet the Hospital OQR 
Program reporting requirements. This 
reporting ratio applies to HCPCS codes 
assigned status indicators ‘‘J1,” “P,”’ 
Th’ “ie Us a a ae ee 
or “V,” excluding services paid under 
New Technology APCs. All other 
applicable standard adjustments to the 
OPPS national unadjusted payment 
rates for hospitals that fail to meet the 
requirements of the Hospital OQR 
Program will continue to apply. We 
continue to calculate OPPS outlier 
eligibility and outlier payment based on 
the reduced rates for those hospitals that 
fail to meet the reporting requirements. 


H. Requirements for Reporting Hospital 
OQR Program Data for the CY 2017 
Payment Determination and Subsequent 
Years 


1. Administrative Requirements for the 
CY 2017 Payment Determination and 
Subsequent Years 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75108 through 75109) for 
a discussion of the Hospital OQR 
Program procedural requirements for 
the CY 2015 payment determination and 
subsequent years. In that final rule with 
comment period, we codified these 
procedural requirements at 42 CFR 
419.46(a). 


2. Form, Manner, and Timing of Data 
Submitted for the Hospital OQR 
Program 


a. General Procedural Requirements 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75110 through 75111) for 
a discussion of Hospital OQR Program 


general procedural requirements. In that 
final rule with comment period, we 
finalized our proposal to codify these 
general procedural requirements at 42 
CFR 419.46(c). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41042), we proposed to 
correct a typographical error in 42 CFR 
419.46(c). This section states, “Except as 
provided in paragraph (d) of this 
section, hospitals that participate in the 
Hospital OQR Program must submit to 
CMS data on measures selected under 
section 1833(17)(C) of the Act. . .”’ We 
proposed to correct the erroneous 
reference of ‘‘section 1833(17)(C)” to 
“section 1833(t)(17)(C).” 

We invited public comment on this 
proposal. 

We did not receive any public 
comments on this proposal. Therefore, 
we are finalizing the typographical 
correction as proposed. 


b. Requirements for Chart-Abstracted 
Measures Where Data Are Submitted 
Directly to CMS for the CY 2017 
Payment Determination and Subsequent 
Years 


The following chart-abstracted 
measures finalized previously and 
retained in the Hospital OQR Program 
require data to be submitted for the CY 
2017 payment determination and 
subsequent years: 

e OP-1: Median Time to Fibrinolysis; 

e OP-2: Fibrinolytic Therapy 
Received Within 30 Minutes of ED 
Arrival (NQF # 0288); 

e OP-3: Median Time to Transfer to 
Another Facility for Acute Coronary 
Intervention (NQF # 0290); 

e OP-4: Aspirin at Arrival (NQF# 
286) 

e OP-5: Median Time to ECG (NQF # 
0289); 

e OP-18: Median Time from ED 
Arrival to ED Departure for Discharged 
ED Patients (NQF # 0496); 

e OP-20: Door to Diagnostic 
Evaluation by a Qualified Medical 
Professional; 

e OP-21: ED—Median Time to Pain 
Management for Long Bone Fracture 
(NQF # 0662); 

e OP-22: ED—Left Without Being 
Seen; 

e OP-23: ED—Head CT Scan Results 
for Acute Ischemic Stroke or 
Hemorrhagic Stroke who Received Head 
CT Scan Interpretation Within 45 
Minutes of Arrival (NQF # 0661); 

e OP-29: Endoscopy/Polyp 
Surveillance: Appropriate Follow-up 
Interval for Normal Colonoscopy in 
Average Risk Patients (NQF # 0658); and 

e OP-30: Endoscopy/Polyp 
Surveillance: Colonoscopy Interval for 
Patients with a History of Adenomatous 
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Polyps—Avoidance of Inappropriate 
Use (NQF # 1536). 

We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68481 through 68484) for 
a discussion of the form and manner for 
data submission of these measures. 

As we noted in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41042), we 
neither proposed new chart-abstracted 
measures where patient-level data is 
submitted directly to CMS nor proposed 
new requirements for data submission 
for chart-abstracted measures. 


c. Claims-Based Measure Data 
Requirements for the CY 2017 and CY 
2018 Payment Determination and 
Subsequent Years 


We proposed one additional claims- 
based measure for the CY 2017 payment 
determination and subsequent years, 
OP-32: Facility 7-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy (79 FR 41036 
through 41039). However, as discussed 
in section XIILE. of this final rule with 
comment period, we are finalizing this 
measure for the CY 2018 payment 
determination and subsequent years 
instead of the CY 2017 payment 
determination and subsequent years as 
proposed. As discussed in section 
XIILE. of this final rule with comment 
period, we will use claims data from 
January 1, 2016—December 31, 2016 to 
calculate OP—32 for the CY 2018 
payment determination in order to use 
the most recently available data. 
Therefore, we are finalizing that to 
calculate OP—32, we will use claims 
data from January 1—December 31 of 
the calendar year 2 years prior to the 
payment determination year (for 
example, for the CY 2018 payment 
determination, we will use data from 
January 1, 2016—December 31, 2016). 

Therefore, there will be a total of 
seven claims-based measures for the CY 
2017 payment determination and 
subsequent years: 

e OP-8: MRI Lumbar Spine for Low 
Back Pain (NQF # 0514); 

e OP-9: Mammography Follow-Up 
Rates; 

e OP-10: Abdomen CT—Use of 
Contrast Material; 

e OP-11: Thorax CT—Use of Contrast 
Material; 

e OP-13: Cardiac Imaging for 
Preoperative Risk Assessment for Non- 
Cardiac Low Risk Surgery (NQF # 0669); 

e OP-14: Simultaneous Use of Brain 
Computed Tomography (CT) and Sinus 
Computed Tomography (CT); and 

e OP-15: Use of Brain Computed 
Tomography (CT) in the Emergency 
Department for Atraumatic Headache. 


For the CY 2018 payment 
determination and subsequent years, 
there will be a total of eight claims- 
based measures: 

e¢ OP-8: MRI Lumbar Spine for Low 
Back Pain (NQF # 0514); 

e OP-9: Mammography Follow-Up 
Rates; 

e OP-10: Abdomen CT—Use of 
Contrast Material; 

e OP-11: Thorax CT—Use of Contrast 
Material; 

e OP-13: Cardiac Imaging for 
Preoperative Risk Assessment for Non- 
Cardiac Low Risk Surgery (NQF # 0669); 

e OP-14: Simultaneous Use of Brain 
Computed Tomography (CT) and Sinus 
Computed Tomography (CT); 

e OP-15: Use of Brain Computed 
Tomography (CT) in the Emergency 
Department for Atraumatic Headache; 
and 

e OP-32: Facility 7-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy. 

We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75111 through 75112) for 
a discussion of the claims-based 
measure data submission requirements 
for the CY 2015 payment determination 
and subsequent years. 

In the CY 2012 OPPS/ASC final rule 
with comment period, we deferred the 
public reporting of OP—15 (76 FR 
74456). We extended the postponement 
of public reporting for this measure in 
the CY 2013 and CY 2014 OPPS/ASC 
final rules with comment period (77 FR 
68481, 78 FR 75111). As we noted in the 
CY 2015 OPPS/ASC proposed rule (79 
FR 41042), we did not propose any 
changes to this policy. Public reporting 
for OP-15 continues to be deferred, and 
this deferral has no effect on any 
payment determinations; however, 
hospitals are still required to submit 
data as previously finalized (76 FR 
74456). 

Comment: One commenter supported 
the proposed deferral of the public 
reporting of OP—15. The commenter 
appreciated CMS’ concerns regarding 
inappropriate use of brain CT imaging 
and the need for an established clinical 
guideline to address this issue. 
However, the commenter did not 
believe older adults or adults on 
anticoagulant medications should be 
included in OP-15, and noted that 
current research suggests headaches are 
a potential contraindication. The 
commenter also expressed concern that 
claims are not detailed enough to 
capture the clinical indications needed 
for appropriate exclusions. As a result, 
the commenter was concerned that this 
measure may discourage clinically 
appropriate brain CTs for higher-risk 





older populations. The commenter 
believed that CMS should focus its 
efforts on other CT measures, 
particularly after trauma or suspected 
pulmonary embolism. Another 
commenter asked CMS to remove OP— 
15 from the measure set. 

Response: Given stakeholder 
concerns, including those of this 
commenter, we continue to evaluate 
whether OP-15 needs to be refined 
before being publicly reported. We 
continue to believe, for the reasons 
stated in the CY 2012 OPPS/ASC final 
rule with comment period (76 FR 
74456), that the measure has value, and 
we will continue to collect data with 
regard to this measure. However, we 
will also continue to defer public 
reporting until we have resolved these 
concerns. Because the measure is 
claims-based, this deferral does not 
affect data submission requirements for 
the Hospital OQR Program (that is, 
HOPDs do not submit data for claims- 
based measures other than the actual 
FFS claims), and an HOPD’s payment 
determination will not be affected based 
on OP-15 while public reporting is 
deferred. 


d. Data Submission Requirements for 
Measure Data Submitted via the CMS 
Web-Based Tool for the CY 2017 
Payment Determination and Subsequent 
Years 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75112 through 75115) for 
a discussion of the requirements for 
measure data submitted via the Web- 
based tool on a CMS Web site (the 
QualityNet Web site) for the CY 2016 
payment determination and subsequent 
years. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41042), we did not propose 
any changes to the data submission 
requirements for data submitted via the 
CMS Web-based tool. 


e. Population and Sampling Data 
Requirements for the CY 2017 Payment 
Determination and Subsequent Years 


We refer readers to the CY 2011 
OPPS/ASC final rule with comment 
period (75 FR 72100 through 72103) and 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74482 through 
74483) for discussions of our policy that 
hospitals may voluntarily submit 
aggregate population and sample size 
counts for Medicare and non-Medicare 
encounters for the measure populations 
for which chart-abstracted data must be 
submitted. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41042), we did not 
propose any changes to this policy. 
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f. Review and Corrections Period for 
Chart-Abstracted Measures 


Under the Hospital OQR Program, 
hospitals submit chart-abstracted data to 
CMS on a quarterly basis. These data are 
typically due 4 months after the quarter 
has ended, unless we grant an extension 
or exception, as further described in 
section XIII.J. of this final rule with 
comment period. We refer readers to the 
CY 2014 OPPS/ASC final rule with 
comment period for a discussion of our 
previously finalized policies regarding 
submissions deadlines for chart- 
abstracted measures (78 FR 68482). 
Hospitals may begin submitting data on 
the first discharge day of any reporting 
quarter and can modify this data up 
until the close of the submission period 
(or 4 months after the quarter has 
ended). For example, if a hospital enters 
data on January 2, it could continue to 
review, correct, and change these data 
until August 1, the first quarter 
submission deadline. We generally 
provide rates for the measures that have 
been submitted for chart-abstracted, 
patient-level data 24 to 48 hours 
following submission. Hospitals are 
encouraged to submit data early in the 
submission schedule so that they can 
identify errors and resubmit data before 
the quarterly submission deadline. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41042 through 41043), we 
proposed to formalize this 4-month 
period as the review and corrections 
period for chart-abstracted data for the 
Hospital OQR Program. During this 
review and corrections period, hospitals 
can enter, review, and correct data 
submitted directly to CMS. However, 
after the submission deadline, hospitals 
would not be allowed to change these 
data. We believe that 4 months is 
sufficient time for hospitals to perform 
these activities. 

We invited public comment on this 
proposal. 

Comment: Many commenters did not 
support CMS’ proposal to have the data 
submission period run concurrently 
with the review and corrections period, 
stating that CMS allows a separate time 
period for review and corrections for 
nearly all of CMS’ other quality 
reporting programs. Commenters 
specifically stated that, with the 
proliferation of quality measures in each 
of CMS’ quality reporting programs, 
hospitals need all of the time currently 
afforded to capture and report data 
accurately. Commenters recommended 
that CMS provide at least 30 days 
immediately after the submission 
deadline to allow hospitals to review 
and correct their data. 





Response: We disagree with the 
commenters who believed that our other 
quality reporting programs have a 
separate review and corrections period. 
Providers may review their data during 
the submission period, but are not 
afforded time after this period to correct 
their data. We note that our proposed 
review and corrections period is 
consistent with the informal review and 
corrections period of other quality 
reporting programs, including the 
Hospital IQR Program. 

As stated in the proposed rule (79 FR 
41042-41043), hospitals typically have 
4 months to submit, review, and correct 
their chart-abstracted data, and we 
merely proposed to formalize this time 
period as the review and corrections 
period. We believe that 4 months is 
adequate because hospitals have been 
using this period of time to submit, 
view, and correct their chart-abstracted 
data for the life of the program. We 
strongly encourage hospitals to submit 
their data as early as possible so they 
can take full advantage of the time 
needed for review and correction. In 
addition, the length of time for data 
submission for chart-abstracted data that 
is validated affects the timeliness of the 
validation process; additional time 
would further lengthen the time from 
when care is rendered to when data can 
be made publicly available. 

After consideration of the public 
comments we received, and consistent 
with our policy in other quality 
reporting programs, we are finalizing 
the 4 months review and corrections 
period as proposed. We strongly 
encourage hospitals to submit their data 
to CMS as early as possible to have the 
maximum time to review and correct 
their data. 


3. Hospital OQR Program Validation 
Requirements for Chart-Abstracted 
Measure Data Submitted Directly to 
CMS for the CY 2017 Payment 
Determination and Subsequent Years 


a. Background 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68484 through 68487) for 
a discussion of finalized policies 
regarding our validation requirements. 
We codified these policies at 42 CFR 
419.46(e). In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41043 through 
41044), we proposed three changes to 
our validation procedures: (1) We 
proposed to change the eligibility 
requirements for hospitals selected for 
validation so that a hospital would be 
eligible if it submits at least one case to 
the Hospital OQR Program Clinical Data 
Warehouse during the quarter 


containing the most recently available 
data; (2) we proposed to give hospitals 
the option to either submit paper copies 
of patient charts or securely transmit 
electronic versions of medical 
information for validation; and (3) we 
proposed that a hospital must identify 
the medical record staff responsible for 
submission of records under the 
Hospital OQR Program to the designated 
CMS contractor. 


b. Selection of Hospitals for Data 
Validation of Chart-Abstracted Measures 
for the CY 2017 Payment Determination 
and Subsequent Years 


We refer readers to the CY 2012 and 
CY 2013 OPPS/ASC final rules with 
comment period (76 FR 74484 through 
74485 and 77 FR 68484 through 68485) 
for a discussion of finalized policies 
regarding our sampling methodology, 
including sample size, eligibility for 
validation selection, and encounter 
minimums for patient-level data for 
measures where data is obtained from 
chart abstraction and submitted directly 
to CMS from selected hospitals. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41043), we proposed one 
change to this process. Previously, to be 
eligible for random selection for 
validation, a hospital must have been 
coded as “open” in the CASPER system 
at the time of selection and must have 
submitted at least 10 encounters to the 
Clinical Data Warehouse during the data 
collection period for the applicable 
payment determination (76 FR 74484). 
We proposed that, beginning with the 
CY 2015 encounter period for the CY 
2017 payment determination and 
subsequent years, a hospital will be 
eligible for validation if it submits at 
least one case to the Hospital OQR 
Program Clinical Data Warehouse 
during the quarter containing the most 
recently available data. The quarter 
containing the most recently available 
data will be defined based on when the 
random sample is drawn. For example, 
if we draw a sample in December 2014, 
the most recent data available would be 
that from the second quarter of 2014, 
which ends June 2014, because the 
submission deadline for second quarter 
data would be November 1, 2014 
(https://www.qualitynet.org/dcs/Content 
Server?c=Page&pagename= 
QnetPublic% 2F Page %2FQnet Tier2& 
cid=1205442125082; 78 FR 68482). As 
another example, if a sample is drawn 
in October 2014, the most recent 
available data would be from quarter 
one, which ended in March 2014, 
because data must have been submitted 
by August 1, 2014. We believe this 
change is necessary because it increases 
the probability that selected hospitals 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66965 





have current data in the Clinical Data 
Warehouse to be validated. Previously, 
hospitals that did not have data from the 
current year available could still be 
selected for validation. 

We invited public comment on this 
proposal. 

Comment: Many commenters 
supported CMS’ proposal to allow a 
hospital to be eligible for validation if it 
submits at least one case to the Hospital 
OQR Program Clinical Data Warehouse 
during the quarter with the most 
recently available data. One commenter, 
however, recommended that CMS 
change the number of cases for a facility 
to be eligible for validation from at least 
1 case to at least 12 cases because up to 
12 records are required per hospital per 
quarter for validation. Commenters also 
urged CMS to evaluate the 
appropriateness of hospital selection 
based on this narrower criterion and to 
propose refinements, if necessary, in the 
future. 

Response: We thank commenters for 
their support. We agree with the 
suggestion that a hospital should only 
be eligible for random selection for 
validation if it submits at least 12 cases 
to the Hospital OQR Program Clinical 
Data Warehouse during the quarter with 
the most recently available data. As the 
commenter noted, currently, when a 
hospital is selected for validation, we 
request up to 12 cases per quarter per 
hospital. We stated our rationale for 
requesting up to 12 cases per quarter in 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74486), where 
we explained that we attempt to balance 
burden to hospitals with data accuracy. 
Accordingly, we recognize that allowing 
a hospital to be eligible for random 
selection for validation if it is “‘open’”’ or 
requiring only one case in the quarter 
containing the most recently available 
data may not allow us an adequate 
number of records to ensure data 
submitted by the hospital is valid and 
are modifying our proposal accordingly 
to align with our validation procedures 
and goals. 

After consideration of the public 
comments we received, and for the 
reasons stated above, we are finalizing 
our proposal with a modification that, 
beginning with the CY 2015 encounter 
period for the CY 2017 payment 
determination and subsequent years, a 
hospital will be eligible for random 
selection for validation if it submits at 
least 12 cases, instead of just 1 as 
proposed, to the Hospital OQR Program 
Clinical Data Warehouse during the 
quarter containing the most recently 
available data. The quarter containing 
the most recently available data will be 





defined based on when the random 
sample is drawn. 


c. Targeting Criteria for Data Validation 
Selection for the CY 2017 Payment 
Determination and Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68485 through 68486) for 
a discussion of our targeting criteria. In 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41043), we did not propose any 
changes to these policies. 


d. Methodology for Encounter Selection 
for the CY 2017 Payment Determination 
and Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68486) for a discussion of 
our methodology for encounter 
selection. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41043), we did not 
propose any changes to this policy. 


e. Medical Record Documentation 
Requests for Validation and Validation 
Score Calculation for the CY 2017 
Payment Determination and Subsequent 
Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68486 through 68487) for 
a discussion of our previously finalized 
procedures for requesting medical 
record documentation for validation and 
validation score calculation. In the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 75118), we 
codified these procedures at 42 CFR 
419.46(e)(1) and (e)(2). In the CY 2015 
OPPS/ASC proposed rule (79 FR 41043 
through 41044), we proposed two 
changes to these policies for the CY 
2017 payment determination and 
subsequent years: (1) We proposed to 
give hospitals the option to either 
submit paper copies of patient charts or 
securely transmit electronic versions of 
medical information for validation; and 
(2) we proposed that a hospital must 
identify the medical record staff 
responsible for submission of records 
under the Hospital OQR Program to the 
designated CMS contractor. 

For records stored electronically, 
hospitals expend additional resources 
printing records onto paper that may be 
more efficiently transmitted 
electronically. In addition, the length of 
paper charts has been increasing, and 
the paper used to submit these records 
has an environmental impact. Therefore, 
we proposed to give hospitals the option 
to either submit copies of paper patient 
charts or securely transmit electronic 
versions of medical information, which 
has the potential to significantly reduce 
administrative burden, cost, and 


environmental impact. We have already 
finalized a similar policy for the 
Hospital IQR Program in the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50834 
through 50836) that allows hospitals for 
the Hospital IQR Program to submit 
electronic records through the mail on 
a CD, DVD, or flash drive. In addition, 
in the FY 2015 IPPS/LTCH PPS final 
rule for the Hospital IQR Program (79 
FR 50269), we finalized our proposal to 
also allow hospitals to submit patient 
charts using a Secure File Transfer 
Portal on the QualityNet Web site. 

The current Hospital OQR Program 
regulation at § 419.46(e)(1) states: 
“Upon written request by CMS or its 
contractor, a hospital must submit to 
CMS supporting medical record 
documentation that the hospital used 
for purposes of data submission under 
the program. . ..” We proposed that 
this requirement may be met by 
employing either of the following 
options for the CY 2017 payment 
determination and subsequent years: (1) 
A hospital may submit paper medical 
records, the form in which we have 
historically requested them; or (2) a 
hospital may securely transmit 
electronic versions of medical 
information. 

For the CY 2017 payment 
determination and subsequent years, we 
proposed that hospitals that chose to 
securely transmit electronic versions of 
medical information should either: (1) 
Download or copy the digital image 
(that is, PDF) of the patient chart onto 
CD, DVD, or flash drive and ship the 
electronic media following instructions 
specified on the QualityNet Web site; or 
(2) securely submit digital images 
(PDFs) of patient charts using a Secure 
File Transfer Portal on the QualityNet 
Web site. The Secure File Transfer 
Portal would allow hospitals to transfer 
files through either a Web-based portal 
or directly from a client application 
using a secure file transfer protocol. The 
system provides a mechanism for 
securely exchanging documents 
containing sensitive information such as 
Protected Health Information (PHI) or 
Personally Identifiable Information (PII). 
Detailed instructions on how to use this 
system are available in the Secure File 
Transfer 1.0 User Manual available on 
QualityNet at: http://www.qualitynet. 
org/dcs/ContentServer?c=Page& 
pagename=QnetPublic%2F Page %2 
FQnetBasic&cid=1228773343598. 

In addition, in the CY 2013 OPPS/ 
ASC final rule with comment period (77 
FR 68486 through 68487), we stated that 
our validation contractor would request 
medical documentation from each 
hospital selected for validation via 
certified mail or other trackable method. 
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This request would be sent to ‘‘the 
hospital’s medical record staff identified 
by the hospital for the submission of 
records under the Hospital IQR Program 
(that is, the hospital’s medical records 
staff identified by the hospital to the 
State QIO)” (77 FR 68487). Quality 
Improvement Organizations (QIOs) are 
CMS contractors required by the Act 
(section 1152 through 1154) tasked 
with, among other responsibilities, 
assisting hospitals with quality 
improvement activities. Due to the 
evolution of the structure of the QIO 
program, beginning with CY 2015 for 
the CY 2017 payment determination and 
subsequent years, we proposed that a 
hospital must identify the medical 
record staff responsible for submission 
of records under the Hospital OQR 
Program to the designated CMS 
contractor; this CMS contractor may be 
a contractor other than the State QIO. 

Finally, we noted that a typographical 
error exists in our validation language in 
§ 419.46(e). This section states, “CMS 
may validate one or more measures 
selected under section 1833(17)(C) of 
the Act. . ..”’ “[SJection 1833(17)(C)” 
should instead state “section 
1833(t)(17)(C).’’ We proposed to make 
this change in the regulation text. 

We invited public comment on these 
proposals, 

Comment: Commenters supported 
CMS’ proposal to offer hospitals the 
option to submit, for validation 
purposes, either paper copies of patient 
charts or to securely transmit electronic 
versions of medical information using 
either electronic media (for example, 
CD, DVD, flash drive) or PDFs submitted 
using the Secure File Transfer Portal on 
the QualityNet Web site. Commenters 
noted that the prevalence of electronic 
medical records lends itself well to 
electronic submission of records. 

Response: We thank commenters for 
their support and we agree with their 
comments. 

Comment: Commenters supported 
CMS’ proposal to require hospitals to 
identify the medical record staff 
responsible for submitting validation 
records for the Hospital OQR Program, 
but requested that CMS make every 
effort to work with State hospital 
associations to ensure that the correct 
individuals have been identified 
through this new process. Commenters 
also requested that CMS require 
contractors to update their lists 
quarterly to ensure that information is 
kept current. 

Response: We thank commenters for 
their support. We will consider 
commenters’ concerns when instructing 
our contractors to keep validation 
contacts up-to-date, and, to the extent 


feasible, we will attempt to work with 
state hospital associations. 

After consideration of the public 
comments we received, we are 
finalizing our proposals: (1) To give 
hospitals the option to either submit: (a) 
Paper copies of patient charts; or (b) 
electronic versions of medical 
information by: (i) Downloading or 
copying the digital image (that is, PDF) 
of the patient chart onto encrypted CD, 
DVD, or flash drive and shipping the 
encrypted electronic media following 
instructions specified on the QualityNet 
Web site; or (ii) securely submitting 
PDFs of patient charts using a Secure 
File Transfer Portal on the QualityNet 
Web site; (2) that hospitals must identify 
the medical record staff responsible for 
submission of records under the 
Hospital OQR Program to the designated 
CMS contractor as proposed; and (3) to 
correct our typographical error in 
regulation text to read “section 
1833(t)(17)(C)” as proposed. 


I. Hospital OQR Program 
Reconsideration and Appeals 
Procedures for the CY 2017 Payment 
Determination and Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68487 through 68489) and 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75118 through 
75119) for a discussion of our 
reconsideration and appeals procedures. 
We codified this process by which 
participating hospitals may submit 
requests for reconsideration at 42 CFR 
419.46(f). We also codified language at 
§ 419.46(f)(3) stating that a hospital that 
is dissatisfied with a decision made by 
CMS on its reconsideration request may 
file an appeal with the Provider 
Reimbursement Review Board. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41044), we did not propose 
any changes to the reconsideration and 
appeals procedures. 


J. Extension or Exception Process for the 
CY 2017 Payment Determination and 
Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68489), the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75119 through 75120), 
and 42 CFR 419.46(d) for a complete 
discussion of our extraordinary 
circumstances extension or waiver 
process under the Hospital OQR 
Program. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41044), we did not 
propose any substantive changes to 


these policies or the processes. 
However, in the future, we will refer 
to the process as the Extraordinary 


Circumstances Extensions or 
Exemptions process, instead of the 
Extraordinary Circumstances Extensions 
or Waiver process. We are in the process 
of revising the Extraordinary 
Circumstances/Disaster Extension or 
Waiver Request form (CMS—10432), 
approved under OMB control number 
0938-1171. We are updating the forms 
and instructions so that a hospital or 
facility may apply for an extension for 
all applicable quality reporting 
programs at one time. 

In addition, we proposed to make a 
conforming change from the phrase 
“extension or waiver” to the phrase 
“extension or exemption” in 42 CFR 
419.46(d). 

We proposed to revise the language in 
42 CFR 419.46(d) at 79 FR 41081 (July 
14, 2014) to state that CMS may grant 
an extension or exception of one or 
more data submission deadlines and 
requirements in the event of 
extraordinary circumstances beyond the 
control of the hospital, such as when an 
act of nature affects an entire region or 
locale or a systemic problem with one 
of CMS’ data collection systems directly 
or indirectly affects data submission. 
CMS may grant an extension or 
exception as follows: 

e Upon request by the hospital. 
Specific requirements for submission of 
a request for an extension or exception 
are available on the QualityNet Web 
site. 

e At the discretion of CMS. CMS may 
grant exceptions or extensions to 
hospitals that have not requested them 
when CMS determines that an 
extraordinary circumstance has 
occurred. 

We invited comments on this 
proposal. 

Comment: Commenters supported 
CMS’ decision to update the forms and 
instructions for the extension or 
exception process so that a hospital may 
apply for an extension for all applicable 
quality programs at one time. 

Response: We thank commenters for 
their support. 

After consideration of the public 
comments we received, we are 
finalizing our proposal to change the 
phrase ‘‘extension or waiver’ to the 
phrase ‘‘extension or exemption”’ at 42 
CFR 419.46(d) as proposed. 


XIV. Requirements for the Ambulatory 
Surgical Center Quality Reporting 
(ASCQR) Program 


A. Background 
1. Overview 


We refer readers to section XIII.A.1. of 
this final rule with comment period for 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


66967 








a general overview of our quality 
reporting programs. 


2. Statutory History of the Ambulatory 
Surgical Center Quality Reporting 
(ASCQR) Program 


We refer readers to section XIV.K.1. of 
the CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74492 through 
74493) for a detailed discussion of the 
statutory history of the ASCQR Program. 


3. Regulatory History of the ASCQR 
Program 


We refer readers to section XV.A.3. of 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75122) for an 
overview of the regulatory history of the 
ASCQR Program. 


B. ASCQR Program Quality Measures 


1. Considerations in the Selection of 
ASCQR Program Quality Measures 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68493 through 68494) for 
a detailed discussion of the priorities we 
consider for ASCQR Program quality 
measure selection. 


2. Policy for Removal of Quality 
Measures From the ASCQR Program 


We previously adopted a policy to 
retain measures from the previous year’s 
ASCQR Program measure set for 
subsequent years’ measure sets except 
when they are removed, suspended, or 
replaced as indicated (76 FR 74504; 77 
FR 68494 through 68495; 78 FR 75122). 
In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41045), we proposed a 
process for removing adopted measures. 

In the FY 2010 IPPS/LTCH PPS final 
rule (74 FR 43863 through 43865), we 
finalized a process for immediate 
retirement (a term we later changed to 
“removal”’) of RHQDAPU Program (now 
referred to as the Hospital IQR Program) 
measures based on evidence that the 
continued use of the measure as 
specified raised patient safety concerns. 
We stated that we believe immediate 
retirement of quality measures should 
occur when the clinical evidence 
suggests that continued collection of the 
data may result in harm to patients. For 
example, we removed the AMI-6: Beta 
Blocker at Arrival measure from the 
Hospital IQR Program because it 
encouraged care that raised potential 
safety concerns according to newly 
published research suggesting that beta- 
blockers could increase mortality risks 
for certain patient populations (74 FR 
43863). Under such circumstances, we 
may not be able to wait until the annual 
rulemaking cycle or until we have had 
the opportunity to obtain input from the 
public to retire a measure because of the 


need to discourage potentially harmful 
practices, which may result from 
continued collection of the measure. 

In these situations, we would 
promptly retire the measure and notify 
hospitals and the public of the 
retirement of the measure and the 
reasons for its retirement through the 
usual communication channels. Further, 
we would confirm the retirement of the 
measure that was the subject of 
immediate retirement in the next 
program rulemaking. Finally, we stated 
that, in other circumstances where we 
do not believe that continued use of a 
measure raises specific safety concerns, 
we intend to use the rulemaking process 
to retire the measure. For the same 
reasons stated for the Hospital IQR 
Program, we believe that this process 
also would be appropriate for the 
ASCQR Program. Therefore, in the CY 
2015 OPPS/ASC proposed rule (79 FR 
41045), we proposed to adopt this same 
removal process for the ASCQR 
Program. Under this process, we would 
immediately remove an ASCQR 
Program measure based on evidence 
that the continued use of the measure as 
specified raised patient safety concerns. 
In these situations, we would promptly 
remove the measure and notify ASCs 
and the public of the removal of the 
measure and the reasons for its removal 
through the ASCQR Program ListServe 
and the ASCQR Program QualityNet 
Web site at: http://www.qualitynet.org/ 
dcs/ContentServer?c=Page&pagename= 
QnetPublic%2FPage% 2FQnetTier2& 
cid=1228772879650. Further, we would 
confirm the removal of the measure that 
was the subject of immediate removal in 
the next OPPS/ASC rulemaking. 

For situations where we do not 
believe the continued use of a measure 
raises specific safety concerns, we 
proposed to use the regular rulemaking 
process to remove a measure to allow 
for public comment. In the FY 2013 
IPPS/LTCH PPS final rule (77 FR 53505 
through 53506), we listed the criteria we 
have used to determine whether to 
remove measures from the Hospital IQR 
Program. These criteria are: (1) Measure 
performance among hospitals is so high 
and unvarying that meaningful 
distinctions and improvements in 
performance can no longer be made 
(‘‘topped out” measures); (2) availability 
of alternative measures with a stronger 
relationship to patient outcomes; (3) a 
measure does not align with current 
clinical guidelines or practice; (4) the 
availability of a more broadly applicable 
(across settings, populations, or 
conditions) measure for the topic; (5) 
the availability of a measure that is more 
proximal in time to desired patient 
outcomes for the particular topic; (6) the 


availability of a measure that is more 
strongly associated with desired patient 
outcomes for the particular topic; and 
(7) collection or public reporting of a 
measure leads to negative unintended 
consequences other than patient harm. 
These criteria were suggested through 
public comment on proposals for the 
Hospital IQR Program, and we agreed 
that these criteria should be considered 
in evaluating the Hospital IQR Program 
quality measures for removal (75 FR 
53506). We believe that these criteria 
also are applicable in evaluating ASCQR 
Program quality measures for removal 
because we have found them useful for 
evaluating measures in the Hospital IQR 
Program and our other quality reporting 
programs, which share similar goals to 
the ASCQR Program. Accordingly, we 
proposed to adopt these measure 
removal criteria for the ASCQR 
Program. 

We invited public comment on these 
proposals. 

Comment: Many commenters 
supported CMS’ proposed measure 
removal policy and commended CMS 
for fostering an aligned approach for 
measures removal criteria across our 
quality reporting and value-based 
purchasing programs. 

Response: We thank the commenters 
for their support. We agree that for 
consistency, an approach to removing 
measures should be aligned across our 
quality reporting and value-based 
purchasing programs to the extent 
possible. 

Comment: One commenter supported 
CMS’ proposal to immediately remove 
measures that raise public safety 
concerns. The commenter 
recommended that CMS notify ASCs by 
mail and also post notification on the 
CMS Web site on the ASCQR Web page 
under the ‘‘Announcements”’ heading, 
in addition to communication through 
the ASCQR Program ListServe and the 
QualityNet Web site. 

Response: We thank the commenter 
for supporting our proposal and the 
suggestions for notifying ASCs. Past 
experience indicates that the current 
notification process using the 
QualityNet Web site and the ASCQR 
Program ListServe is a fast, efficient, 
and effective means of publicly 
communicating information about the 
ASCQR Program, and using this process 
would be consistent with how other 
ASCQR Program information is 
provided. Therefore, we are not 
including these additional modes of 
communication with ASCs for purposes 
of ASCQR Program notices at this time. 

Comment: One commenter believed 
that proposed measure removal criteria 
(2) (availability of alternative measures 
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with a stronger relationship to patient 
outcomes) and (6) (the availability of a 
measure that is more strongly associated 
with desired patient outcomes for the 
particular topic) are duplicative, and 
that criterion (2) should read as 
‘performance or improvement on a 
measure does not result in better patient 
outcomes.” The commenter also 
suggested that criterion (3) (a measure 
does not align with current clinical 
guidelines or practice) and criterion (7) 
(collection or public reporting of a 
measure leads to negative unintended 
consequences other than patient harm) 
should be applied to all measures, but 
the remaining criteria should be applied 
more selectively on a measure-by- 
measure basis. 

Response: We thank the commenter 
for these recommendations. We disagree 
with the commenter that criterion (2) 
and criterion (6) are the same and that 
criterion (2) should be reworded as 
suggested. Criterion (2) applies when 
there is more than one alternative 
measure with a stronger relationship to 
patient outcomes that is available, and 
criterion (6) applies where there is only 
one measure that is strongly and 
specifically associated with desired 
patient outcomes for the particular topic 
that is available. For criterion (2), there 
may be different alternative measures 
available that meet this criterion to 
different degrees. The suggestion to 
rephrase criterion (2) to read 
‘performance or improvement on a 
measure does not result in better patient 
outcomes” would change the meaning 
of criterion (2). 

As we discuss earlier, the measure 
removal criteria have been developed 
through public comment on proposals 
for the Hospital IQR Program. We 
believe that these criteria also are 
applicable in evaluating the ASCQR 
Program quality measures for removal, 
because we have found them useful for 
evaluating measures in the Hospital IQR 
Program as well as other quality 
reporting programs, which share similar 
goals to the ASCQR Program. We note 
that we did not propose any changes to 
criterion (2) in the CY 2015 OPPS/ASC 
proposed rule. Further, based on our 
experience with the Hospital IQR 
Program, we believe criterion (2) is 
appropriate and do not believe that 
additional refinement is necessary. 
Therefore, we are not revising this 
criterion. We thank the commenters for 
their views and will take them into 
consideration as we continuously assess 
these criteria. 

With respect to the commenter’s 
suggestion that criteria (3) and (7) apply 
to all measures but the remaining 
criteria be applied more selectively on 





a case-by-case basis, we disagree with 
respect to selective application of the 
criteria. We intend for all the criteria, 
including criteria (3) and (7), to apply to 
all measures to the extent possible. In 
any given situation, we will focus only 
on removal criteria that are relevant to 

a particular set of circumstances. If more 
than one of the measure removal criteria 
appears to be relevant, we intend to take 
a balanced approach in assessing the 
value of each of the different criteria in 
a given situation before removing any 
measure. 

After consideration of the public 
comments we received, we are 
finalizing our proposal without 
modification on the measure removal 
process and criteria. Specifically, we 
will immediately remove an ASCQR 
Program measure based on evidence 
that the continued use of the measure as 
specified raises patient safety concerns. 
In these situations, we will promptly 
remove the measure and notify ASCs 
and the public of the removal of the 
measure and the reasons for its removal 
through the ASCQR Program ListServe 
and the ASCQR Program QualityNet 
Web site. Further, we will confirm the 
removal of the measure that was the 
subject of immediate removal in the 
next OPPS/ASC rulemaking. 

For situations where we a not 
believe the continued use of a measure 
raises specific safety concerns, we will 
use the regular rulemaking process to 
remove a measure to allow for public 
comment. In these situations, we will 
use the following criteria to determine 
whether to remove the measures from 
the ASCQR Program: (1) measure 
performance among ASCs is so high and 
unvarying that meaningful distinctions 
and improvements in performance can 
no longer be made (‘‘topped out”’ 
measures); (2) availability of alternative 
measures with a stronger relationship to 
patient outcomes; (3) a measure does 
not align with current clinical 
guidelines or practice; (4) the 
availability of a more broadly applicable 
(across settings, populations, or 
conditions) measure for the topic; (5) 
the availability of a measure that is more 
proximal in time to desired patient 
outcomes for the particular topic; (6) the 
availability of a measure that is more 
strongly associated with desired patient 
outcomes for the particular topic; and 
(7) collection or public reporting of a 
measure leads to negative unintended 
consequences other than patient harm. 


3. Criteria for Removal of ‘“Topped-Out’’ 
Measures 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41045 through 41046), we 
proposed to define criteria for when we 


would consider a measure to be 
“topped-out.”’ A measure is ‘‘topped- 
out” when measure performance among 
ASCs is so high and unvarying that 
meaningful distinctions and 
improvements in performance can no 
longer be made (‘‘topped-out”’ 
measures). We do not believe that 
measuring ASC performance on 
“‘topped-out”’ measures provides 
meaningful information on the quality 
of care provided by ASCs. We further 
believe that quality measures, once 
“topped-out,”’ represent care standards 
that have been widely adopted by ASCs. 
We believe such measures should be 
considered for removal from the ASCQR 
Program because their associated 
reporting burden may outweigh the 
value of the quality information they 
provide. 

Specifically, we proposed that a 
measure under the ASCQR Program is 
“topped-out” when it meets both of the 
following criteria: 

e Statistically indistinguishable 
performance at the 75th and 90th 
percentiles; and 

e A truncated coefficient of variation 
less than or equal to 0.10. 

To identify if a measure has 
statistically indistinguishable 
performance at the 75th and 90th 
percentiles, we would determine 
whether the difference between the 75th 
and 90th percentiles for an ASC’s 
measure is within two times the 
standard error of the full dataset. The 
coefficient of variation (CV) is a 
descriptive statistic that expresses the 
standard deviation as a percentage of 
the sample mean; this provides a 
statistic that is independent of the units 
of observation. Applied to this analysis, 
a large CV would indicate a broad 
distribution of individual ASC scores, 
with large and presumably meaningful 
differences between ASCs in relative 
performance. A small CV would 
indicate that the distribution of 
individual facility scores is clustered 
tightly around the mean value, 
indicating that it is not useful to draw 
distinctions among individual ASCs on 
measure performance. The truncated CV 
excludes observations whose rates are 
below the 5th percentile and above the 
95th percentile; this avoids undue 
effects of the highest and lowest outlier 
values, which, if included, can 
inappropriately widen the dispersion of 
the distribution. These same criteria for 
when we would consider a measure to 
be ‘‘topped-out”’ have been adopted in 
the Hospital VBP Program (79 FR 
50055), the Hospital IQR Program (79 
FR 50204), and the Hospital OQR 
Program (section XIII.C.2 of this final 
rule with comment period). 
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We invited public comment on this 
proposal. 

Comment: Many commenters 
supported CMS’ proposed ‘‘topped-out”’ 
criteria for measure removal and the 
alignment of these criteria across the 
Hospital IQR and Hospital VBP 
Programs. One commenter suggested 
that CMS refine the first criterion to 
ensure that measures exhibit sufficient 
lack of variability before they are 
removed. Several commenters suggested 
that CMS have a mechanism in place to 
identify a significant decline in 
adherence rates after a measure has been 
removed. 

Response: We thank the commenters 
for their support of the proposed 
topped-out criteria. We expect ASCs to 
always follow appropriate standards-of- 
care and clinical guidelines, regardless 
of whether a quality measure exists. We 
believe that ASCs are committed to 
providing quality care to patients, and 
we do not have any indication that 
ASCs will stop doing so when measures 
are removed, 

While it is possible that removing a 
measure could result in reduced 
performance, we have guarded against 
this possibility by setting topped-out 
criteria that evidence very high, 
unvarying levels of performance. 
Further, we intend to continue to work 
with quality measurement stakeholders 
to ensure that performance does not 
decline significantly after removing a 
measure. However, we must balance the 
costs of continued monitoring of a 
successful measure with high levels of 
performance with the adoption of other 
measures where there are opportunities 
for improvement in clinical quality. 

Regarding the suggestion to further 
refine the first criterion, which refers to 
determining that a measure exhibits 
sufficient lack of variability before 
removal, we proposed topped-out 
criteria that evidence very high, 
unvarying levels of performance and, at 
this time, do not believe additional 
refinement that would make the criteria 
more stringent is necessary. However, 
we will consider the need for 
refinement and, if we determine 
changes may be necessary, we will 
propose such changes in future 
rulemaking. In addition, we will not use 
our topped-out criteria exclusively 
when evaluating the retention or 
removal of a measure; a measure that 
meets our topped-out criteria could be 


retained for other program reasons as 
discussed below. 

Comment: One commenter cautioned 
against removing measures solely based 
on the proposed “‘topped out” criteria, 
and was concerned that these criteria 
might lead to the removal of valuable 
program measures. The commenter 
cited the example of patient safety 
measures and surgical site infection 
rates, which are intended to drive 
toward and sustain zero harm. The 
commenter believed that these types of 
measures could have performance 
scores that meet the topped out criteria 
over time. However, the commenter 
believed they would have enduring 
value to consumers and providers. Some 
commenters urged CMS to assess 
‘“‘topped-out”’ measures individually, 
that is, case-by-case, and in a broader 
context before removing them from the 
ASCQR Program. 

Response: We agree that some 
measures that are quantitatively 
‘‘topped-out”’ may still be appropriate 
for other reasons. Therefore, as we do 
for the Hospital IQR Program and the 
Hospital VBP Program, and consistent 
with our discussion above in section 
XIV.B.3. of this final rule with comment 
period, we will evaluate several factors 
in considering the removal of measures 
for the ASCQR Program. We will assess 
the benefits of retaining a measure on a 
case-by-case basis before proposing to 
remove a measure from a quality data 
reporting program and will not remove 
a measure solely on the basis of meeting 
any specific criterion. 

Comment: One commenter requested 
clarification whether ASC-5: 
Prophylactic IV antibiotic timing is 
topped-out because this measure is 
topped-out in the HOPD setting. 

Response: We thank the commenter 
for this request. In response, we have 
reviewed data collected under the 
ASCQR Program. Our analysis indicated 
that performance for the prophylactic IV 
antibiotic timing measure is relatively 
high. However, because we continue to 
have some facilities with completeness 
of reporting issues and data have been 
collected for a relatively short time, we 
do not believe we have sufficient data 
to support a topped out analysis for the 
purposes of measure removal for the 
ASCQR Program at this time. 
Furthermore, we believe that a 
prophylactic antibiotic timing measure 
remains relevant clinically or for quality 


improvement purposes under the 
ASCQR Program. 

After consideration of the public 
comments we received, we are 
finalizing the proposed ‘‘topped-out”’ 
criteria. Specifically, we are finalizing a 
policy that a measure under the ASCQR 
Program is ‘‘topped-out”’ when it meets 
both of the following criteria: (1) 
Statistically indistinguishable 
performance at the 75th and 90th 
percentiles; and (2) a truncated 
coefficient of variation less than or 
equal to 0.10. To identify if a measure 
has statistically indistinguishable 
performance at the 75th and 90th 
percentiles, we will determine whether 
the difference between the 75th and 
90th percentiles for an ASC’s measure is 
within two times the standard error of 
the full dataset. 

As we do for the Hospital IQR 
Program and the Hospital VBP Program, 
and consistent with our discussion 
above in section XIV.B.3. of this final 
rule with comment period, we will 
evaluate several factors in considering 
the removal of measures for the ASCQR 
Program. We will assess the benefits of 
retaining a measure on a case-by-case 
basis before proposing to remove a 
measure from the ASCQR Program and 
will not remove a measure solely on the 
basis of meeting any specific criterion. 


4, ASCQR Program Quality Measures 
Adopted in Previous Rulemaking 


In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74492 
through 74517), we implemented the 
ASCQR Program beginning with the CY 
2014 payment determination. In the CY 
2012 OPPS/ASC final rule with 
comment period, we adopted five 
claims-based measures for the CY 2014 
payment determination and subsequent 
years, two measures with data 
submission via an online Web page for 
the CY 2015 payment determination and 
subsequent years, and one process of 
care, healthcare-associated infection 
measure for CY 2016 payment 
determination and subsequent years (76 
FR 74496 to 74511). In the CY 2014 
OPPS/ASC final rule with comment 
period, we adopted three chart- 
abstracted measures for the CY 2016 
payment determination and subsequent 
years (78 FR 75124 to 75130). 

The quality measures that we 
previously adopted are listed in the 
chart below. 
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ASC PROGRAM MEASURE SET PREVIOUSLY ADOPTED FOR THE CY 2016 PAYMENT DETERMINATION AND SUBSEQUENT 


YEARS 


Patient Burn. 
Patient Fall. 


ASC # 
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PRM esis cc sia sacididuianaavesecesatasaiens 0266 
PRI as caisivaais chnasensasuansacuariad cee 0267 
MMR ns ic adaesUiahs tenses easdeie sated OBOE <n0issceccec. 
PO a ssacaynancacvenstascara sesenasiedisse OBGF is cccecssene 
A sade cdinussiassexanpncsauieswiaasis IN res cic ccstaels 
PRED aissi grass intdaspaneaqgciecuinclayss Is sicgecces 
PO inciiiscasendeinundecntvcaecrtactlaiad CAS sccvatsaeaass 
Fn cssicasinrciitscccicauksnatecesntade UGG... -.issccu 
PMN oie icc Zaciainscsancssnacissaseadeses OBS a. ccsiscaces 
OW es cassisiautsasceaciccsiesincesaasaes WAG css ssscanses 





Hospital Transfer/Admission. 


Safe Surgery Checklist Use. 





Cataract Surgery.* 


Measure name 


Wrong Site, Wrong Side, Wrong Patient, Wrong Procedure, Wrong Implant. 
Prophylactic Intravenous (IV) Antibiotic Timing. 


ASC Facility Volume Data on Selected ASC Surgical Procedures. 

Procedure categories and corresponding HCPCS codes are located at: http:// 
qualitynet.org/dcs/ContentServer?c=Page&pagename= 
QnetPublic%2FPage%2FQnet Tier2&cid= 1228772475754. 

Influenza Vaccination Coverage among Healthcare Personnel. 

Endoscopy/Polyp Surveillance: Appropriate Follow-Up Interval for Normal 
Colonoscopy in Average Risk Patients. 

Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a His- 
tory of Adenomatous Polyps-Avoidance of Inappropriate Use. 

Cataracts: Improvement in Patient's Visual Function within 90 Days Following 


“Measure voluntarily collected as set forth in section XIV.E.3.c. of this final rule with comment period. 


The comments we received on these 
previously adopted measures and our 
responses are set forth below. 


Comment: Some commenters asked 
CMS to remove some previously 
adopted measures for ASCs, because 
they believed these measures were 
either inappropriate or too burdensome 
for ASCs. 


Response: We thank the commenters 
for their suggestions. At this time, we 
are not removing any of the measures 
suggested by commenters. We did not 
propose to remove any measures from 
the ASCQR Program in the CY 2015 
OPPS/ASC proposed rule. Further, there 
is no evidence that continued use of the 
measures as specified raises patient 
safety concerns that would require 
immediate removal of the measures 
based on the process we are finalizing 
in this final rule with comment period. 
However, we will take these suggestions 
into consideration in future years using 
the measure removal criteria we are 
adopting in this final rule with 
comment period. 


5. New ASCQR Program Quality 
Measure for the CY 2018 Payment 
Determination and Subsequent Years 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75124) for a detailed 
discussion of our approach to ASCQR 
measure selection. In the CY 2015 
OPPS/ASC proposed rule (79 FR 41046 
through 41048), we proposed to adopt 
one new Claims-based measure into the 
ASCQR Program for the CY 2017 
payment determination and subsequent 
years: ASC-12: Facility Seven-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy. 


Colonoscopy is the most commonly 
performed ambulatory surgery in the 
United States.28 The most recent data 
available indicate that, in 2002 alone, 
physicians performed an estimated 14 
million colonoscopies in the United 
States.2° Colonoscopies are associated 
with a range of well-described and 
potentially preventable adverse events 
that can lead to hospital visits, repeat 
procedures, or surgical intervention for 
treatment, including colonic 
perforation, gastrointestinal (GI) 
bleeding, and cardiopulmonary events 
such as hypoxia, aspiration pneumonia, 
and cardiac arrhythmias. While hospital 
visits are generally unexpected after 
outpatient colonoscopy, the literature 
suggests that the majority of these visits 
occur within the first 7 days.303! 32 
Reported hospital visit rates after 
outpatient colonoscopy range from 0.8 
to 1.0 percent at 7 to 14 days post 
procedure, and from 2.4 to 3.8 percent 


28 Russo A, Elixhauser A, Steiner C, Wier L. 
Hospital-Based Ambulatory Surgery, 2007: 
Statistical Brief #86. Healthcare Cost and 
Utilization Project (HCUP) Statistical Briefs. 
Rockville (MD) 2006. 

29 Seeff LC, Richards TB, Shapiro JA, et al. How 
many endoscopies are performed for colorectal 
cancer screening? Results from CDC’s survey of 
endoscopic capacity. Gastroenterology. Dec 2004; 
127(6):1670-1677. 

30 Rathgaber SW., Wick TM. Colonoscopy 
completion and complication rates in a community 
gastroenterology practice. Gastrointest Endosc. 
2006; 64:556-62. 

31 Rabeneck L, Saskin R, Paszat LF. Onset and 
clinical course of bleeding and perforation after 
outpatient colonoscopy: a population-based study. 
Gastrointest Endosc. 2011; 73:520-3. 

32 Ko CW, Riffle S, Michael L, et al. Serious 
complications within 30 days of screening and 
surveillance colonoscopy are uncommon. Clin 
Gastroenterol Hepatol. 2010; 8:166-73. 


at 30 days post procedure.33 34 35 Some 
adverse events such as bleeding occur 
after day 7, but based on input from 
clinical experts, public comment, and 
empirical analyses, we concluded that 
unplanned hospital visits within 7 days 
is the optimal outcome to ensure 
capture of procedure-related adverse 
events and to minimize capture of 
hospital visits unrelated to the 
procedure. This measure provides the 
opportunity for ASCs to improve quality 
of care and to lower the rates of adverse 
events leading to hospital visits after 
outpatient colonoscopy; this would 
encourage ASCs to achieve the outcome 
rates of the best performers. 

We believe it is important to reduce 
adverse patient outcomes associated 
with preparation for colonoscopy, the 
procedure itself, and follow-up care. 
Therefore, we proposed to include the 
ASC-12: Facility Seven-Day Risk- 
Standardized Hospital Visit Rate after 
Outpatient Colonoscopy measure, 
which is calculated from paid Medicare 
FFS claims, in the ASCQR Program for 
the CY 2017 payment determination and 
subsequent years. We expect the 
measure would promote improvement 
in patient care over time because 
transparency in publicly reporting 


33 Ko CW, Riffle S, Shapiro JA, et al. Incidence 
of minor complications and time lost from normal 
activities after screening or surveillance 
colonoscopy. Gastrointest Endosc. Apr 2007;65 
(4):648-656. 

34 Leffler DA, Kheraj R, Garud S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010; 170(19):1752-1757. 

35 Chukmaitov AS, Menachemi N, Brown SL, 
Saunders C, Tang A, Brooks R. Is there a 
relationship between physician and facility 
volumes of ambulatory procedures and patient 
outcomes? J Ambul Care Manage. Oct-Dec 2008; 
31(4):354-369. 
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measure scores would make patient 
unplanned hospital visits (emergency 
department visits, observation stays, 
and inpatient admissions) following 
colonoscopies more visible to ASCs and 
patients and incentivize ASCs to 
incorporate quality improvement 
activities in order to reduce these visits. 
ASCs are often unaware of 
complications following colonoscopy 
for which patients visit the hospital.%° 
This risk-standardized quality measure 
would address this information gap and 
promote quality improvement by 
providing feedback to facilities and 
physicians, as well as transparency for 
patients on the rates and variation 
across facilities in unplanned hospital 
visits after colonoscopy. 

The outcome measured in the ASC-12 
measure is all-cause, unplanned 
hospital visits (admissions, observation 
stays, and emergency department visits) 
within 7 days of an outpatient 
colonoscopy procedure. The measure 
score, also referred to as the facility- 
level risk-standardized hospital visit 
rate, is derived from the calculation of 
the ratio of the numerator to the 
denominator multiplied by the crude 
rate. The numerator is the number of 
predicted (meaning adjusted actual) 
hospital visits, which is the number of 
unplanned hospital visits within 7 days 
of colonoscopy that the facility is 
predicted to have based on its case-mix. 
The denominator is the number of 
expected hospital visits, which is the 
number of unplanned hospital visits the 
facility is expected to have based on the 
nation’s performance with the facility’s 
case-mix. The crude rate is the national 
unadjusted number of patients who had 
a hospital visit post-colonoscopy among 
all patients who had a colonoscopy. 

Based on discussions with clinical 
and technical panel experts, the 
measure excludes colonoscopies for 
patients undergoing concomitant high- 
risk upper GI endoscopy because these 
patients are at a higher risk for hospital 
visits than patients undergoing a typical 
colonoscopy, and patients with a history 
of inflammatory bowel disease (IBD) or 
diverticulitis in the year preceding the 
colonoscopy because we likely could 
not fully characterize and adjust for 
their pre-procedure risk of needing a 
post-procedure hospital visit or identify 
whether these admissions are planned 
or unplanned. The measure also 
excludes procedures for patients who 
lack continuous enrollment in Medicare 
FFS Parts A and B in the first month 


36 Leffler DA, Kheraj R, Garud S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010; 170(19):1752-1757. 





after the procedure to ensure all patients 
included in the analysis have complete 
data available for outcome assessment. 
The statistical risk adjustment model 
includes 15 clinically relevant risk- 
adjustment variables that are strongly 
associated with risk of hospital visits 
within 7 days following a colonoscopy. 
Additional methodology details and 
information obtained from public 
comment for measure development are 
available at: http://www.cms.gov/ 
Medicare/Quality-Initiatives-Patient- 
Assessment-Instruments/Hospital 
QualityInits/Measure- 
Methodology.html. 

Section 1890A of the Act requires the 
Secretary to establish a pre-rulemaking 
process with respect to the selection of 
certain categories of quality and 
efficiency measures. Under section 
1890A (a)(2) of the Act, the Secretary 
must make available to the public by 
December 1 of each year a list of quality 
and efficiency measures that the 
Secretary is considering for the 
Medicare program. The measure that we 
proposed was reviewed by the MAP and 
was included on a publicly available 
document entitled “MAP Pre- 
Rulemaking Report: 2014 
Recommendations on Measures for 
More than 20 Federal Programs”’ 
(formerly referred to as the “List of 
Measures Under Consideration”’) on the 
NQF Web site at: http://www.quality 
forum.org/Publications/2014/01/MAP_ 
Pre-Rulemaking Report__2014_ 
Recommendations _on_Measures_for_ 
More_than_20_ Federal Programs.aspx 
(“MAP Report”). We note that, at the 
time the measure was listed on the 
‘MAP Pre-Rulemaking Report: 2014 
Recommendations on Measures for 
More than 20 Federal Programs,” it was 
named “High-Acuity Care Visits after 
Outpatient Colonoscopy Procedure.”’ 
The MAP conditionally supported this 
measure for the ASCQR Program. 

The MAP Report stated that the 
measure “[s]hould be submitted for and 
receive NQF endorsement; Measure is 
promising but needs further 
development” (p. 187). Further, the 
MAP Report stated that the measure 
“would provide valuable outcome 
information to inform consumer 
decision and drive quality 
improvement” and that the ‘““NQF 
endorsement process would resolve 
questions about the reliability and 
validity of the measure.”’ The MAP also 
stated that NQF endorsement would 
resolve questions about ‘‘the feasibility 
of the algorithm for attributing claims 
data in light of possible effects of the 
Medicare three-day payment window” 
(p. 187, MAP Report). However, this 
concern with Medicare Part A hospital 





payments relates to the Hospital OQR 
Program and not the ASCQR Program. 
As required under section 1890A(a)(4) 
of the Act, we considered the input and 
recommendations provided by the MAP 
in selecting measures to propose for the 
ASCQR Program. 

We believe we have addressed the 
concerns raised by the MAP to the 
greatest extent possible. The measure 
was submitted to NQF for endorsement 
on February 21, 2014. The measure is 
well-defined and precisely specified for 
consistent implementation within and 
between organizations that will allow 
for comparability. Reliability testing 
demonstrated the measure data 
elements produced were repeatable; that 
is, the same results were produced a 
high proportion of the time when 
assessed in the same population in the 
same time period. Validity testing 
demonstrated that the measure data 
elements produce measure scores that 
correctly reflect the quality of care 
provided and that adequately identify 
differences in quality. 

Currently, there are no publicly 
available quality of care reports for 
ASCs that conduct outpatient 
colonoscopies. Therefore, adoption of 
this measure provides an opportunity to 
enhance the information available to 
patients choosing among ASCs that offer 
this elective procedure. We believe this 
measure would reduce adverse patient 
outcomes associated with preparation 
for colonoscopy, the procedure itself, 
and follow-up care by capturing and 
making more visible to ASCs and 
patients all unplanned hospital visits 
following the procedure. In addition, 
providing outcome rates to ASCs would 
make visible to clinicians meaningful 
quality differences and incentivize 
improvement. 

Sections 1833(i)(7)(B) and 
1833(t)(17)(C)(i) of the Act, when read 
together, require the Secretary, except as 
the Secretary may otherwise provide, to 
develop measures appropriate for the 
measurement of the quality of care 
furnished by ASCs, that reflect 
consensus among affected parties and, 
to the extent feasible and practicable, 
that include measures set forth by one 
or more national consensus building 
entities. As stated in the CY 2012 OPPS/ 
ASC final rule with comment period (76 
FR 74465 and 74505), we believe that 
consensus among affected parties can be 
reflected through means other than NQF 
endorsement, including consensus 
achieved during the measure 
development process, consensus shown 
through broad acceptance and use of 
measures, and consensus through public 
comment. We believe this proposed 
measure meets these statutory 
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requirements. We believe that this 
measure is appropriate for the 
measurement of quality of care 
furnished by ASCs because this 
procedure is commonly performed in 
ASCs and, as discussed above, can 
signify important issues in the care 
being provided in ASCs. We also believe 
this measure reflects consensus among 
affected parties because the MAP, which 
represents stakeholder groups, reviewed 
and conditionally supported the 
measure, and stated that it ‘would 
provide valuable outcome information 
to inform consumer decision and drive 
quality improvement.” Further, the 
measure was subject to public comment 
during the MAP and measure 





Pending 


We invited public comment on our 
proposal to include ASC-12: Facility 
Seven-Day Risk-Standardized Hospital 
Visit Rate after Outpatient Colonoscopy 
in the ASCQR Program beginning with 
the CY 2017 payment determination. 

Comment: Several commenters agreed 
that the ASC-12 measure addresses an 
important area to monitor for quality 
improvement, given the number of 
colonoscopy procedures performed 
annually in ASCs. 

Response: We thank the commenters 
for their support. We agree that the 
quality of care associated with 
colonoscopy procedures is an important 
clinical care area to assess quality of 
care for ASCs. 

Comment: Many commenters urged 
CMS not to adopt ASC-12 until it is 
NQF-endorsed. Several of these 
commenters also noted that the MAP 
supported this measure on condition of 
NQF-endorsement, noting that the NQF 
process would resolve a number of 
questions about the reliability, validity 
and feasibility of this measure. These 
commenters requested that, in general, 
CMS only include measures in the 
ASCQR Program that have been NQF- 
endorsed in order to avoid later 
suspending or removing these measures. 

Response: We appreciate the 
commenters’ concerns. Under sections 
1833(i)(7)(B) and (t)(17)(C)(i) of the Act, 
except as the Secretary may otherwise 
provide, the Secretary must develop 
measures that reflect consensus among 
affected parties and, to the extent 
feasible and practicable, must include 
measures set forth by a national 
consensus building entity. Whenever 





development processes, with some 
public commenters agreeing with the 
MAP’s conclusions on the measure (p. 
187, MAP Report, January 2014; http:// 
www.qualityforum.org/Publications/ 
2014/01/MAP_Pre-Rulemaking_ 

Report __2014 Recommendations on_ 
Measures for More _than_ 20 Federal_ 
Programs.aspx). 

As discussed above, the statute also 
requires the Secretary, except as the 
Secretary may otherwise provide, to 
include measures set forth by one or 
more national consensus building 
entities to the extent feasible and 
practicable. This measure is not NQF- 
endorsed; however, as noted above, this 
measure is currently undergoing the 
NQF endorsement process. We note that 





Colonoscopy. 


possible, we strive to adopt NQF- 
endorsed measures because these 
measures will meet these requirements. 
However, we believe the requirements 
that measures reflect consensus among 
affected parties can be achieved in other 
ways, including through the measure 
development process, through broad 
acceptance and use of the measure, and 
through public comments. 

Further, it may not be feasible or 
practicable to adopt an NQF-endorsed 
measure, such as when an NQF- 
endorsed measure does not exist. 
Section 1833(t)(17)(C)(i) of the Act does 
not require that each measure we adopt 
for the ASCQR Program be endorsed by 
a national consensus building entity, or 
by the NQF specifically. Moreover, 
section 1833(i)(7)(B) of the Act states 
that section 1833(t)(17) of the Act, 
which contains this requirement, 
applies to the ASCQR Program, except 
as the Secretary may otherwise provide. 
Under this provision, the Secretary has 
further authority to adopt measures that 
do not reflect consensus among affected 
parties and that are not endorsed by a 
national consensus building entity. 
Therefore, not all of the measures 
adopted for the ASCQR Program are 
required to be NQF-endorsed. 

As discussed below, we believe the 
measure as developed exhibits sufficient 
levels of reliability, validity, and 
feasibility to be adopted for the ASCQR 
Program. As noted above, we also have 
submitted this measure to NQF for 
endorsement. 

Comment: Many commenters did not 
support CMS’ proposal to finalize ASC- 
12 because complications from 


Proposed ASCQR measure for the CY 2017 payment determination and sub- 


Facility Seven-Day Risk-Standardized Hospital Visit Rate after Outpatient 


sections 1833(i)(7)(B) and (t)(17) of the 
Act do not require that each measure we 
adopt for the ASCQR Program be 
endorsed by a national consensus 
building entity, or by the NQF 
specifically. Further, under section 
1833(i)(7)(B) of the Act, section 
1833(t)(17)(C)(i) of the Act, which 
contains this requirement, applies to the 
ASCQR Program, except as the Secretary 
may otherwise provide. Under this 
provision, the Secretary has further 
authority to adopt nonendorsed 
measures. 


In summary, we proposed to adopt 
one new measure for the ASCQR 
Program for the CY 2017 payment 
determination and subsequent years. 





sequent years. 












colonoscopies are very rare and ASCs 
already take steps to ensure 
colonoscopies are conducted to 
eliminate preventable complications. 
Many commenters noted that the 
literature on the measure indicates the 
incidence of complications following 
colonoscopy is less than 2 percent. 
These commenters suggested that this 
low incidence meant that the measure 
should not be included in the ASCQR 
Program as it may be topped out or that 
the quality concern addressed by the 
measure does not rise to the level of 
importance needed for a national 


quality measurement program. 

Response: Given the widespread use 
of colonoscopy for colorectal cancer 
screening in the outpatient setting, we 
consider colonoscopy a high volume 
procedure and measuring the quality of 
care associated with colonoscopies a 
high priority for us. We commend ASCs 
that are already taking steps to ensure 
colonoscopies are conducted to 
eliminate preventable complications. 
While we agree that the incidence of 
colonoscopy complications is relatively 
low, serious adverse events, such as 
perforation of the bowel and bleeding, 
may occur following colonoscopies. We 
view this measure as a critical outcome 
measure where the goal is to drive 
toward and sustain zero harm. 

In addition, some literature suggests 
that many facilities performing 
colonoscopies are unaware of patients 
accessing hospital-based care with 
adverse events because patients return 
to different facilities, including 
hospitals and emergency departments, 
and would not return to the ASC 
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facility. For example, one study showed 
that physicians were unaware of nearly 
75 percent of hospital admissions for 
adverse events following colonoscopy.*7 
While most colonoscopies are 
performed without subsequent 
complication, we note that, in our 
analysis of Medicare FFS data, this 
measure showed that among Medicare 
patients aged 265, 1.6 percent of 
outpatient colonoscopies resulted in an 
unplanned hospital visit within 7 
days.#8 This estimate is based on a 20 
percent sample of nationwide Medicare 
fee-for-service patients. If we were to 
use full national data (that is, a 100 
percent sample), we estimate 1.7 million 
colonoscopies would have been 
performed among Medicare FFS 
patients and nearly 27,000 unplanned 
hospitals visits would have occurred 
within 7-days of the procedure. These 
findings suggest adverse events are not 
as rare or inconsequential as many 
believed and that quality measurement 
for colonoscopy procedures in the 
outpatient setting is important. 

We agree with the commenters’ 
statement that the low incidence rate 
may suggest that the measure is topped- 
out, but in addition to the reasons for 
adopting this measure discussed above, 
we believe that a low incidence rate 
does not conclusively determine 
whether a measure has reached topped- 
out status. After the measure has been 
implemented, over time, we will assess 
it again for topped-out status using the 
two topped-out criteria we are finalizing 
in section XIV.B.3. of this final rule with 
comment period. 

Comment: Many commenters 
expressed concern that ASC-12 is not 
sufficiently reliable to be included in 
the ASCQR Program, specifically, that 
the measure developer has indicated 
that the measure is only “‘fairly”’ 
reliable, with an interclass correlation 
coefficient (ICC) of 0.335. These 
commenters contended that ‘‘fair”’ 
reliability is not sufficient for publicly 
reported quality metrics because such 
information could misinform the public, 
and urged CMS to conduct an analysis 
on the measure’s reliability to 
understand the amount of data required 
to achieve “good” reliability. Several 


37 Leffler DA, Kheraj R, Garud §S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med. 
Oct 25 2010;170(19):1752-1757. 

38 2010 Medicare 20 percent fee-for-service 
sample. Based on an analysis of 20 percent sample 
of Medicare FFS data from 2010 during measure 
development. The 20 percent sample included 
332,391 outpatient colonoscopies meeting the 
measure inclusion and exclusion criteria, and 1.6 
percent of these colonoscopies were followed by an 
unplanned hospital visit. This equates to 5,331 
unplanned hospital visits in the 20 percent sample. 





commenters argued that ‘‘good”’ 
reliability should result in an ICC of at 
least 0.60. Other commenters believed 
that reliability will improve with several 
years’ worth of data. Another 
commenter requested that data from this 
measure be withheld from public 
reporting until concerns about its 
reliability and validity can be 
thoroughly assessed. 

Response: We disagree with 
commenters and believe that ASC-12 is 
sufficiently reliable to be included in 
the ASCQR Program. The ICC value 
submitted in the initial NQF application 
(0.335) was calculated using a split 
sample of data from 2 years. We 
randomly split the patient cohort at 
each hospital into two equal halves, 
calculated the measure using each half, 
and then calculated the agreement 
between these two (the ‘test’ and the 
‘retest’). After submitting the measure to 
NQF for endorsement review, we 
conducted additional calculations of the 
reliability testing score, this time using 
the Spearman-Brown prophecy formula. 
The Spearman-Brown prophecy formula 
is an accepted statistical method which 
estimates the ICC if the sample were 
increased. Therefore, it allows us to 
estimate what the reliability score 
would be if all observations were used 
for public reporting rather than using a 
split sample. Our Spearman-Brown 
prophecy formula calculations resulted 
in a higher ICC of 0.43. 

The NQF considers the ICC values 
ranging from 0.21 to 0.40 as “fair” 
reliability and values ranging from 0.41 
to 0.60 as ‘‘moderate” reliability. 
Therefore, the ICC values of 0.335 and 
0.43 are interpreted as ‘‘fair’’ and 
“moderate” reliability, respectively. 
These ICC values are also in line with 
other NQF-endorsed outcome measures 
used in other CMS programs. For 
example, in the Hospital Readmissions 
Reduction Program (76 FR 51667), the 
Inpatient Acute Myocardial Infarction 
(AMI) 30-day Risk Standardized 
Readmission measure (NQF #0505) has 
an ICC of 0.369 and the Pneumonia (PN) 
30-day Risk Standardized Readmission 
measure (NQF #0506) has an ICC of 
0.406. Both measures are NQF- 
endorsed. We consider the reliability of 
0.335, as noted in the proposed rule, 
acceptable for the ASCQR Program. 

Regarding the concerns that we 
should withhold public reporting until 
the measure’s reliability and validity is 
addressed, as stated above, we believe 
the reliability of the measure is 
sufficiently reliable for inclusion in the 
ASCQR Program and do not agree that 
the public may be misinformed or that 
we should withhold public reporting. In 
addition to our calculations above, 


reliability testing previously conducted 
by the measure steward demonstrated 
the measure data elements produced 
were repeatable; that is, the same results 
were produced a high proportion of the 
time when assessed in the same 
population in the same time period. 
Also, validity testing by the measure 
steward demonstrated that the measure 
data elements produce measure scores 
that correctly reflect the quality of care 
provided and that adequately identify 
differences in quality. 

As the commenters suggested, the 
measure reliability may be further 
improved by using several years’ worth 
of data; however, we must balance the 
reliability of the measure with the 
timeliness of the measure. As discussed, 
at this time, we believe that 1 year of 
data appropriately balances these 
competing interests for payment 
determination purposes, but we will 
continue to assess this belief during the 
dry run we discuss below. Also, we will 
consider conducting additional 
reliability assessments of the measure 
using an extended data period. 

Moreover, we believe it is important 
to include this measure in the program 
because colonoscopy is a high volume, 
common procedure performed at 
outpatient facilities and is frequently 
performed on relatively healthy patients 
to screen for colorectal cancer. Given 
the widespread use of colonoscopy, 
understanding and minimizing 
procedure-related adverse events is a 
high priority. These adverse events, 
such as abdominal pain, bleeding, and 
intestinal perforation, can result in 
unanticipated hospital visits post 
procedure. Physicians performing 
colonoscopies are often unaware that 
patients seek acute care at hospitals 
following the procedure and the 
associated adverse events are potentially 
preventable. We strongly believe that 
the measure would promote 
improvement in patient care over time 
because transparency in publicly 
reporting measure scores would make 
patient unplanned hospital visits 
(emergency department visits, 
observation stays, and inpatient 
admissions) following colonoscopies 
more visible to ASCs and patients and 
incentivize ASCs to incorporate quality 
improvement activities in order to 
reduce these visits. 

Finally, we believe this measure 
should be included in the program 
because currently this risk-standardized 
quality measure is the only measure 
available that would address this 
information gap and promote quality 
improvement by providing feedback to 
facilities and physicians, as well as 
transparency for patients on the rates 
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and variation across facilities in 
unplanned hospital visits after 
colonoscopy. There are no publicly 
available quality of care reports for 
ASCs that conduct outpatient 
colonoscopies. Therefore, adoption of 
this measure provides an opportunity to 
enhance the information available to 
patients choosing among ASCs that offer 
this elective procedure. We believe this 
measure would reduce adverse patient 
outcomes associated with preparation 
for colonoscopy, the procedure itself, 
and follow-up care by capturing and 
making more visible to ASCs and 
patients all unplanned hospital visits 
following the procedure. In addition, 
providing outcome rates to ASCs would 
make visible to clinicians meaningful 
quality differences and incentivize 
improvement. 

In response to comments, however, to 
allow sufficient time to conduct further 
analysis of this measure, we are 
finalizing the adoption of this measure 
beginning with the CY 2018 payment 
determination, rather than beginning 
with the CY 2017 payment 
determination as proposed. We plan to 
perform a dry run of the measure in 
2015. From our perspective, a dry run 
is a preliminary analysis of data in 
which ASCs may review their measure 
results, and ask questions about and 
become familiar with the measure 
methodology. Dry runs will include 
three to four years of paid Medicare FFS 
claims. We will use the most recent 
complete claims samples (usually 6 to 9 
months prior to the start date) for dry 
runs. For example, if the dry run begins 
in March 2015, the most recent data 
available may be July 2011 to June 2014 
(assuming 3 years of data). Because we 
use paid Medicare FFS claims, ASCs 
will not need to submit any data for the 
dry run. The general information on the 
dry run as well as the confidential dry 
run reports will be available for ASCs to 
review on their accounts at https:// 
www.qualitynet.org. The dry run will 
generate confidential reports at the 
patient level, indicating whether the 
patient had a hospital visit, the type of 
visit (admission, emergency department 
visit, or observational stay), the 
admitting facility, and the principal 
discharge diagnosis. Further, the dry 
run will enable ASCs to see the measure 
score reports and have the opportunity 
to receive individual patient data and 
information contained within 
individual patient records. ASCs can 
use the information to identify 
performance gaps and develop quality 
improvement strategies. Dry run results 
are not linked to public reporting or 
payment determinations. We expect the 


dry run to take approximately 1 month 
to conduct once data are obtained, after 
which facilities will be provided the 
confidential report and the opportunity 
to review their performance and provide 
feedback to us. 

In addition, we will continue to 
generate these reports for ASCs after we 
implement the measure beginning with 
the CY 2018 payment determination. 
The measure will have no payment 
impact until the CY 2018 payment 
determination and subsequent years. 
Public display of measure data will 
occur on or after December 1, 2017, but 
there will be no public display of the 
dry run data. 

With national implementation of a 
dry run of this measure, we also will 
review the appropriate cutoff volume for 
facilities, if necessary, in reporting the 
measure score. We require a minimum 
volume (cutoff volume) of 
colonoscopies per facility to be able to 
calculate a reliable measure score. We 
have yet to determine the minimum 
volume per facility (that is, the cutoff 
colonoscopy volume). Because we used 
a Medicare 20-percent sample to 
develop the measure, we could not 
estimate this cutoff during measure 
development. However, testing during 
the measure dry-run with 100 percent of 
the sample per facility will help us to 
determine the appropriate cutoff volume 
of colonoscopies per facility. ASCs will 
be notified via the QualityNet Web site 
of the cutoff volume of colonoscopies 
per facility, if any. 

While some ASCs perform too few 
colonoscopies for us to calculate a 
measure score and we would not 
publicly report their data, these 
facilities would remain in the measure 
cohort. Typically, for public reporting of 
hospital measures on the CMS Web site 
Hospital Compare, the measure score is 
reported as ““Number of cases too small” 
for hospitals with fewer cases than the 
cutoff. We will use the same protocol 
when the measure is publicly reported 
for the ASCQR Program, and will report 
a measure score as ‘“‘Number of cases too 
small” for ASCs with fewer cases than 
the cutoff on the QualityNet Web site. 

Comment: Several commenters 
pointed out that, from the perspective of 
using claims as a data source for this 
measure, the codes for ASCs are services 
rendered-driven, while the codes for 
HOPDs are diagnosis-driven. 
Commenters were concerned that the 
coded information and the associated 
risk-adjustment for this measure may 
not be able to capture the sensitivity and 
specificity of the clinical care following 
an outpatient colonoscopy. Given the 
difference in coding practices and 
claims architecture between HOPDs and 


ASCs, commenters recommended 
further testing for a fair performance 
comparison between HOPDs and ASCs. 
One commenter inquired if CMS plans 
to field test this measure prior to 
implementation. Commenters 
contended that the measure must be 
systematically assessed to assure the 
measure results are attributable to 
differences in quality alone. The 
commenters suggested that the measure 
score should be directly validated 
against outpatient medical records and 
measure results across settings must be 
assessed to ensure that any comparisons 
are valid. 

Response: We thank the commenters 
for expressing their concerns regarding 
possible effects of coding practices and 
claims architecture on the data available 
through administrative claims in 
capturing the sensitivity and specificity 
of the clinical care following an 
outpatient colonoscopy. The measure is 
designed, however, to mitigate any 
differences in coding practices across 
HOPDs and ASCs. For example, to 
capture comorbidities for risk 
adjustment, the measure uses claims 
across care settings, including physician 
outpatient claims, so differences in 
claims submitted during the procedure 
are not likely to affect the comorbidities 
assigned to the patient. In addition, the 
outcome counts hospital visits 
regardless of whether they are billed as 
admissions, emergency room visits, or 
observations stays; therefore, if there are 
differences between colonoscopies done 
at ASCs and HOPDs in the type of 
hospital visit a patient with 
complications incurs (for example, 
whether observation stays or ED visits 
are used), the measure will be 
insensitive to these differences. 

We recognize that the claims 
architecture differs for HOPDs and ASCs 
because the two facility types utilize 
different bill forms and have different 
payment systems. However, we do not 
agree that our measure specifications do 
not account for differences in claims 
architecture and necessary billing codes 
in discerning hospital events following 
colonoscopy. The measure includes 
colonoscopies from all outpatient 
settings to ensure that the expected 
hospital visit rate for any facility is 
estimated using the full national 
experience of colonoscopy patients. 
Specifically, we include all outpatient 
colonoscopies to make sure that: (1) The 
effects that risk factors exert on the 
outcome are estimated based on 
colonoscopies performed among all 
outpatient settings; and (2) the national 
average rate of hospital visits following 
colonoscopy is calculated based on all 
outpatient colonoscopies. Our approach 
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includes all outpatient claims, including 
HOPD, ASC, and physician claims. To 
identify all outpatient colonoscopy 
claims, including claims affected by the 
Medicare 3-day payment window 
policy, the measure specifications link 
claims across multiple care settings 
(outpatient and inpatient). Furthermore, 
the measure specifications link claims 
across multiple care settings to derive 
comorbidity data to ensure the patient 
comorbidities are captured to the fullest 
extent possible for risk-adjustment and 
to identify patient outcomes. 

Linking patient claims across multiple 
settings largely mitigates the impact of 
potential difference in coding practice 
among settings and allows comparisons 
of colonoscopy quality across settings. 
For example, potential variation in the 
coding of comorbidities in the index 
colonoscopy claim may occur based on 
the setting. However, we derive 
comorbidities for risk adjustment from 
all inpatient and outpatient claims in 
the preceding 12 months. By using all 
claims in the preceding year, we capture 
patient comorbidities to the fullest 
extent possible and mitigate the impact 
of potential coding differences between 
settings that would occur if we used the 
index colonoscopy claim alone. 

Further, similar approaches to 
deriving comorbidities from claims data 
are used for other risk-adjusted outcome 
measures. The measure developer has 
validated the accuracy of this approach 
on multiple occasions for prior 
measures developed for the inpatient 
setting. For example, in the Hospital 
Readmissions Reduction Program (76 
FR 51667), the Inpatient Acute 
Myocardial Infarction (AMI) 30-day Risk 
Standardized Readmission measure 
(NQF #0505) has an ICC of 0.369, and 
the Pneumonia (PN) 30-day Risk 
Standardized Readmission measure 
(NQF #0506) has an ICC of 0.406. Both 
measures are NQF-endorsed. 

Regarding the suggestion that the 
measure score should be directly 
validated against outpatient medical 
records, at this time, we believe that it 
would be overly burdensome to validate 
the reported data, because of the limited 
experience that ASCs have with 
reporting quality data to CMS coupled 
with the low incidence of cases for this 
measure. In addition, as stated in 
section XIV.D.6. of this final rule with 
comment period, we refer readers to the 
FY 2013 IPPS/LTCH PPS final rule (77 
FR 53641 through 53642) for a complete 
discussion of our policy not to require 
validation of claims-based measures 
(beyond the usual claims validation 
activities conducted by our Medicare 
Administrative Contractors). 


We appreciate commenters’ concerns 
regarding factors that may impact 
HOPDs and ASCs. In response to 
comments, to allow sufficient time to 
conduct further analysis of this 
measure, we are finalizing the adoption 
of this measure beginning with the CY 
2018 payment determination, rather 
than beginning with the CY 2017 
payment determination as proposed. 

In addition, we plan to perform a dry 
run (a preliminary analysis) of the 
measure in 2015. We refer readers to our 
discussion of the dry run above, in 
response to a previous comment. 

Comment: Several commenters 
disagreed with the statement in the 
proposed rule (79 FR 41047) that the 
ASC-12 measure is ‘‘well-defined and 
precisely specified for consistent 
implementation within and between 
organizations that will allow for 
comparability.” These commenters 
raised the issue that the Medicare 
payment window policy that applies to 
hospitals will result in under-detection 
of hospital events for colonoscopies 
performed by HOPDs; the 3-day (or 1- 
day) payment window applies to 
outpatient services furnished by 
hospitals and hospitals that are wholly 
owned or wholly operated Part B 
entities. Hospitals are required to 
bundle the technical component of all 
outpatient diagnostic services and 
related nondiagnostic services (for 
example, therapeutic) with the claim for 
an inpatient stay when services are 
furnished to a Medicare beneficiary in 
the 3 days (or, in the case of a hospital 
that is not a subsection (d) hospital, 
during the 1-day) preceding an inpatient 
admission in compliance with section 
1886 of the Act. Commenters expressed 
their concern that as a result of this 
payment policy, HOPDs may have 
systematic undercounting of hospital 
visits while ASCs get a full count of all 
hospital visits within 7 days subsequent 
to outpatient colonoscopy. Commenters 
did not believe the methodological 
solution proposed by the measure 
developer, using physician claims with 
an HOPD Place of Service (POS) code 
indicating the colonoscopy was 
performed at an HOPD, is adequate due 
to the high error rates in POS coding on 
physician claims. Commenters were 
concerned that these challenges would 
make comparison of HOPD and ASC 
data impossible, and significantly 
reduce the validity of the measure in the 
HOPD setting. 

Response: We disagree with the 
commenters, and we continue to believe 
this measure is ‘‘well-defined and 
precisely specified for consistent 
implementation within and between 
organizations that will allow for 


comparability,” as we stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
41047). 

We agree that the ability to detect 
meaningful variation is an important 
indication of the value of a measure. As 
the commenter has correctly noted, we 
have shown facility variation in 
unplanned hospital visits following 
colonoscopy in both nationwide 
Medicare data from HOPDs and also in 
the 2010 Healthcare Cost and Utilization 
Project (HCUP) data. We have also 
shown facility variation in unplanned 
hospital visits among ASCs alone using 
HCUP data from California.® The 
observed average hospital visit rate and 
the variation in unplanned hospital visit 
rates among ASCs, which are unaffected 
by the 3-day payment window policy, 
were very similar to HOPDs suggesting 
that the measure performs equally well 
in both settings. Accordingly, we are 
confident that the variation shown is a 
reflection of facility variation in quality 
and not as a result of any issues to do 
with the 3-day payment window policy. 

Based on our internal testing with 
claims data, we believe our current 
algorithm is appropriate and accurate. 
However, since we always strive for 
improvement, we will evaluate the 
colonoscopy measure dry run data and 
work with HOPDs and ASCs to further 
review and refine the algorithm if 
necessary. 

cnn POS billing, the OIG has 
found billing errors incorrectly 
assigning the service site for both 
HOPDs and ASC-related claims on 
physician claims where there were 
matching HOPD or ASC claims and that 
the percentage of incorrectly billed 
claims was significantly higher for ASC- 
related claims.4° Many physicians’ 
services can be furnished either in a 
facility setting such as an HOPD or ASC, 
or in a non-facility setting such as a 
physician’s office, urgent care center or 
independent clinic. For these services, 
Medicare has two different payment 
rates under the physician fee schedule 
(PFS). The PFS facility rate is generally 
lower to reflect the fact that certain 
resources are supplied by the facility, 
and Medicare makes a separate payment 
to the facility under another payment 
system. By matching both facility and 
physician colonoscopy claims for any 
given patient, the current measure 
methodology ensures that colonoscopy 
claims are identified to the fullest extent 


39 Center for Medicare and Medicaid Services, 
“Facility 7-Day Risk-Standardized Hospital Visit 
Rate after Outpatient Colonoscopy,” National 
Quality Form Measure Submission Form, 20. 

40 OIG, Physician services processed by Medicare 
Part B Contractors during Calendar Year 2009, 
September 2011, A—01—10-00516. 
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possible and attribute the colonoscopy 
to the appropriate provider when billing 
is affected by the 3-day window 
payment policy. 

We clarify that HOPD claims for 
colonoscopy procedures for calculation 
of the measure are identified using both 
physician and facility claims. We did 
not intend to imply that HOPD 
colonoscopy claims are identified solely 
from physician claims. For both ASCs 
and HOPDs, the measure first identifies 
colonoscopy claims using both the 
physician claim and the corresponding 
facility claim to ensure the site of the 
colonoscopy service is attributed to the 
appropriate provider. As a second step, 
the measure matches: (1) Physician 
claims that contain HOPD as the POS 
that do not have a matching facility 
claim with (2) inpatient claims to 
identify potential HOPD colonoscopies 
resulting in an inpatient admission. 
This second additional step identifies 
HOPD colonoscopy claims affected by 
the 3-day window payment policy. 

Therefore, we do not agree that ASCs 
will be adversely affected by use of POS 
billing to locate colonoscopies 
performed by physicians due to high 
levels of coding errors in POS coding on 
Part B for physician services because 
our measure calculation methodology 
addresses this concern. 

We also have taken steps to educate 
physicians about the appropriate POS 
coding and actively audit physicians to 
improve the accuracy of POS coding 
http://www.cms.gov/Outreach-and- 
Education/Medicare-Learning-Network- 
MLN/MLNMatters Articles/downloads/ 
MM7502.pdf. In addition, from 2012 
onwards, Medicare billing introduced 
the “PD” modifier to indicate physician 
claims affected by the 3-day window 
payment policy. 

Comment: In reference to the 
statement in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41047) that “there 
are no publicly available quality of care 
reports for ASCs that conduct outpatient 
colonoscopies,”’ one commenter stated 
that, on the Physician Compare Web 
site, CMS includes data on colonoscopy 
measures that provide a detailed look at 
the quality of colonoscopy services 
provided. This commenter suggested 
that CMS further enhance publicly 
available data by including measures 
captured by Qualified Clinical Data 
Registries to increase the robustness of 
publicly available data on colonoscopy 
provided across all sites of service. 

Response: We thank the commenter 
for providing this input, but note that 
the cited information is available at the 
physician level. We believe that quality 
of care measure information also should 
be reported at the facility level, and that 





facilities have a role in monitoring the 
surgical procedures performed at their 
facility and subsequent adverse 
outcomes. Patients and facilities should 
be able to review reported quality of 
care measure information at the ASC- 
facility level. We thank the commenter 
for the suggestion to include measures 
captured by Qualified Clinical Data 
Registries to further enhance publicly 
available data such as the colonoscopy 
data and we may take this into 
consideration in future rule making. 

Comment: While some commenters 
believed that a long collection period, 
such as three years, is needed in order 
to generate measure scores that are 
moderately reliable, they also were 
concerned that the publicly reported 
measure score would not be a reflection 
of current, or even recent, performance. 
Commenters were concerned that 
consumers could be misled by the 
outdated data. 

Response: As discussed previously, 
we agree with the commenter that a 
longer data collection period may 
increase measure reliability. However, 
we must balance the reliability of the 
measure with the timeliness of the 
measure and, as discussed later, at this 
time, we believe that 1 year of data 
appropriately balances these competing 
interests. We will continue to assess this 
belief during the dry run. 

Comment: Several commenters 
expressed concern that the measure that 
was put forth to NQF review retained 
elements of the inpatient measure. 
Commenters stated that including these 
elements was inappropriate, and 
interpreted this action to mean that the 
measure has not been thoroughly 
reviewed and fully adapted for 
outpatient use. These commenters gave 
examples of the alleged inappropriate 
inpatient elements: (1) Certain condition 
categories (CCs) are not included in risk 
adjustment if they are only recorded at 
the time of the colonoscopy, and yet 
they are considered to be possible 
adverse outcomes; and (2) although end 
stage renal disease (ESRD) would not be 
a complication of colonoscopy 
diagnosed and recorded at the time of 
the procedure, it was included on the 
list of CCs. Commenters urged CMS to 
ensure that revised specifications are 
developed and then independently 
reviewed to ensure outpatient 
adaptation is complete prior to measure 
implementation. 

Response: We appreciate the 
commenters’ concerns. In keeping with 
good practice, we have continued to 
review and seek comment on the 
measure specifications subsequent to 
measure development and 
implementation to ensure the measure 


remains up-to-date in view of any 
potential new information. As the 
commenters noted, the measure 
technical specifications included a list 
of CCs that the measure does not 
consider for risk adjustment if the CC(s) 
occurred at the time of colonoscopy. In 
view of the comments, we have revised 
the list of CCs and updated the measure 
specifications to ensure only conditions 
relevant to colonoscopy are included. Of 
note, the inclusion of ESRD on the list 
was an error; we have revised the list 
and will use the revised list in 
implementing the measure. We 
corrected the list in subsequent measure 
descriptions during the NQF public 
comment period. 

Comment: Many commenters 
expressed concern that the ASC—12 
measure includes hospital visits 
unrelated to colonoscopy. Some 
commenters requested explanation for 
why the measure uses an all-cause 
categorization rather than only 
admissions related to colonoscopies. 


Response: We clarify that this 
measure is purposely designed to use a 
broad outcome of hospital visits 
following surgery rather than a narrow 
set of easily identifiable complications. 
From a patient and health system 
perspective, the goal of this measure is 
to encourage and inform ASC efforts to 
minimize all potential acute 
complications, not just those narrowly 
related to procedural technique. This is 
important as the literature 
suggests,4!. 42. 43.44 that hospital visits 
following colonoscopy occur due to a 
range of adverse events relating to the 
bowel preparation, anesthesia, the 
colonoscopy procedure itself, and 
follow-up care. These include a range of 
symptoms and signs such as abdominal 
pain, bloating, dizziness and collapse, 
electrolyte disturbances, and 
cardiorespiratory symptoms (from 
sedation use), in addition to 
complications that are directly related to 
procedural technique such as bleeding 
and bowel perforation. The broad 
outcome of unplanned hospital visits 
captures all of these potential acute 
complications of colonoscopy. 


41 Ko CW, Dominitz JA. Complications of 
colonoscopy: magnitude and management. 
Gastrointest Endosc Clin N Am 2010;20:659-71. 

42 ASGE Standards of Practice Committee, Fisher 
DA, Maple JT, et al. Complications of colonoscopy. 
Gastrointest Endosc 2011;74:745-52. 

43 Baudet JS, Diaz-Bethencourt D, Aviles J, et al. 
Minor adverse events of colonoscopy on ambulatory 
patients: the impact of moderate sedation. Eur J 
Gastroenterol Hepatol 2009;21:656-61. 

44 Ko CW, Riffle S, Shapiro JA, et al. Incidence 
of minor complications and time lost from normal 
activities after screening or surveillance 
colonoscopy. 2007;65:648—56. 
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Our goal for the measure is to 
encourage ASCs to be mindful of 
reducing post-colonoscopy admissions 
caused by the prior colonoscopy 
procedure performed at their facility. 
For example, patients may be at higher 
risk of falls post-colonoscopy secondary 
to dehydration following the bowel 
preparation for the procedure and there 
may be opportunities for ASCs to 
minimize this risk. We removed 
planned admissions from the measure 
outcome adapting CMS’ Planned 
Readmission Algorithm version 3.0.45 46 
This algorithm removes nonacute 
admissions for scheduled procedures 
(for example, total hip replacement) and 
other types of care always considered 
planned (for example, rehabilitation or 
maintenance chemotherapy) from the 
outcome. That is, we removed planned 
admissions from the outcome because 
planned admissions do not reflect 
differences in colonoscopy quality of 
care. 

Comment: One commenter requested 
that CMS clarify how the numerator and 
denominator for ASC-12 are calculated. 

Response: The measure score is the 
ratio of predicted hospital visits 
(numerator) over the expected hospital 
visits (denominator) multiplied by the 
crude national rate. The measure score 
numerator is the predicted rate, which 
is the number of unplanned hospital 
visits the facility is predicted to have 
within 7 days of colonoscopy, and it 
accounts for the observed unplanned 
hospital visit rate, the number of 
colonoscopies performed at the facility, 
and the facility’s case mix. This is 
sometimes referred to as the ‘‘adjusted 
actual rate.” 

The measure score denominator is the 
expected rate, which is the number of 
unplanned hospital visits the facility is 
expected to have, based on the nation’s 
performance with that facility’s case- 
mix. It is the sum of all patients’ 
expected probabilities of a hospital visit, 
given their risk factors and the risk of 
readmission at an average hospital. The 
contribution of each risk factor (for 
example, age) to the patient’s risk of a 
hospital admission is based on all of the 
patients in the measure cohort. The 
crude national rate is the average rate of 
hospital visits following colonoscopy 
observed in the entire measure cohort. 


45 Horwitz L, Grady J, Dorsey K, Zhang W, Keenan 
M, Keshawarz A, Cohen D, Ngo C, Okai M, Nwosu 
C, Lin Z, Bhat K, Krumholz H, Bernheim S,. 2014 
Measures Updates and Specifications Report: 
Hospital-Wide All-Cause Unplanned 
Readmission—Version 3.0. 2014: Centers for 
Medicare & Medicaid Services, 2014. 

46 Available at: http://www.cms.gov/Medicare/ 
Quality-Initiatives-Patient-Assessment-Instruments/ 
Hospital QualityInits/Measure-Methodology.html. 





We also refer readers to the measure 
discussion above and measure 
specifications (http://www.quality 
forum.org/WorkArea/linkit.aspx?Link 
Identifier=id&ItemID=75057) for a more 
detailed discussion of how the 
numerator and denominator are 
calculated. 

Comment: Many commenters were 
concerned that facilities would lack 
actionable information generated from 
ASC-12. Several of these commenters 
questioned whether this measure will 
benefit facilities and patients because 
each facility will only receive a report 
with an aggregate number of claims that 
will be based on historical data, which 
will make it difficult for the facility to 
set a course for improvement if needed. 
Commenters requested that CMS clarify 
its plan to report detailed patient-level 
data confidentially to ASCs that 
indicates whether the patient had a 
hospital visit, the type of visit 
(admission, emergency department visit, 
or observational stay), the admitting 
facility, and the principal discharge 
diagnosis to assist facilities with quality 
improvement, to enable facilities to 
understand their performance and take 
steps where remediation is needed. 
Several commenters also noted that 
ASCs do not provide post-operative 
follow-up care after patient discharges 
and do not have direct access to the 
records of other health care facilities. 
Consequently, this constraint would 
limit their ability to identify 
improvements based on the data 
provided by this measure. 

Response: The primary purpose of 
this measure is to illuminate the quality 
differences in colonoscopies that are 
presently not visible to patients and 
may not be visible to some facilities. In 
measure development, we found the 
facility variations in the measure score 
suggest some facilities provide worse 
than expected care. We believe the 
detailed patient-level data that we will 
provide confidentially to ASCs will help 
them identify areas for improvement 
efforts. The data would indicate 
whether the patient had a hospital visit, 
the type of visit (admission, emergency 
department visit, or observational stay), 
the admitting facility, and the principal 
discharge diagnosis. The dry run will 
enable ASCs to see the measure score 
reports and have the opportunity to 
receive individual patient data and 
information contained within 
individual patient records. We will 
continue to generate these reports for 
ASCs after we implement the measure 
beginning with the CY 2018 payment 
determination. ASCs can use the 
information to identify performance 


gaps and develop quality improvement 
strategies. 

We understand the challenges 
involved in following up with ASC 
patients. The colonoscopy measure 
addresses these challenges by providing 
feedback to facilities and clinicians 
about the outcomes experienced by their 
patients following colonoscopy. Many 
clinical experts noted that facilities 
were often unaware of patients’ return 
visits to hospitals. They noted that 
many patients would often return to a 
different facility or an emergency 
department. One study noted that 
physicians were unaware of 75 percent 
of return hospital visits following 
colonoscopy at a major tertiary center.47 

Comment: Several commenters 
expressed concern that ASC—12 does 
not include risk-adjustment to account 
for patient differences, stating that CMS 
does not report the variation between 
ASCs once this risk adjustment has been 
applied and that there may be no 
statistically significant difference 
between an ASC’s risk-adjusted visit 
rate and the national average making it 
impossible to identify low performers 
and high performers. One commenter 
specifically recommended that patients 
with conditions such as inflammatory 
bowel disease and diverticulitis should 
be included with appropriate risk 
adjustment. Commenters recommended 
CMS consider the drawbacks of the 
current methodology, conduct analysis 
to test the variation of the measure 
between ASCs, and reconsider this 
measure for inclusion in future 
proposals. 

Response: We thank the commenters 
for all the suggestions to improve the 
measure. In the measure application for 
NQF endorsement, we note that the 
measure, following risk-adjustment, is 
able to detect statistically significant 
variation between outpatient facilities 
by demonstrating measure score 
variation using the 2010 HCUP data 
from four States (California, New York, 
Nebraska, and Florida). Using a very 
conservative sampling technique 
(sampling with replacement),4® we 
constructed 95 percent interval 
estimates around the facility measure 
score (similar to confidence intervals) 
and used the estimates to place facilities 
into three performance categories: 
Worse than expected; no different than 
expected; and better than expected. 
Based on this analysis, we identified 5 
outlier facilities among a total of 992 


47 Leffler DA, Kheraj R, Garud S, et al. The 
incidence and cost of unexpected hospital use after 
scheduled outpatient endoscopy. Arch Intern Med 
2010;170:1752-7. 

48 Efron, B. (1979). Bootstrap methods: Another 
look at jackknife. Ann. Stat. 7, 1-26. 
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ASCs and HOPDs. This analysis 
included only about one-tenth of all 
outpatient facilities in the United States. 
Typically, we see greater variation 
between facilities when 100 percent of 
nationwide facilities are included for 
actual measure implementation and 
reporting. 

As to the commenter’s 
recommendation to risk-adjust patients 
with certain conditions, we excluded 
patients with inflammatory bowel 
disease (IBD) and diverticulitis because 
it is difficult to assess from claims data 
whether these patients have an active or 
inactive disease which may alter their 
risk of the outcome. We determined that 
we could not adequately risk-adjust for 
the risk of the outcome for these 
patients. Second, our analysis suggested 
that nearly half of the patients with IBD 
and diverticulitis have post- 
colonoscopy hospital visits with a 
primary diagnosis of IBD and 
diverticulitis respectively. We could not 
tell from the claims data whether these 
visits were planned or unplanned. We 
did test for variation among ASCs and 
HOPDs independently using HCUP data 
from California (see Measure Technical 
Report). As we previously discussed, 
the measure was able to adequately 
detect variation in the measure score 
among ASCs. 


As for the inquiry about further 
testing the measure, we have more time 
to further test the measure because, in 
response to comments, we are finalizing 
the adoption of this measure beginning 
with the CY 2018 payment 
determination, rather than beginning 
with the CY 2017 payment 
determination as proposed. We plan to 
perform a dry run (a preliminary 
analysis) of the measure in 2015. We 
refer readers to our discussion of the dry 
run above, in response to a previous 
comment. 

Comment: One commenter expressed 
concern that ASCs would have 
difficulty gathering and reporting the 
information for the proposed ASC—12 
measure. 

Response: We thank the commenter 
for providing this input and note that 
this measure will be calculated 
completely from data obtained from 
paid Medicare FFS claims submitted by 
ASCs, hospitals, and physicians. For 
this reason, it will not require any 
additional information-gathering on the 
part of ASCs. 

We continue to believe that quality of 
care measurement in the clinical area of 
outpatient colonoscopy is an important 
gap area with ample room for 
improvement and that this measure has 
sufficient reliability and validity for use 


in the ASCQR Program. Therefore, after 
consideration of the public comments 
we received, we are finalizing our 
proposal to adopt the ASC-—12: Facility 
Seven-Day Risk-Standardized Hospital 
Visit Rate after Outpatient Colonoscopy 
measure for the ASCQR Program. 
However, to allow ASCs sufficient time 
to review their measure data from the 
dry run and utilize the confidential 
facility reports with patient-level 
associated hospital event information, 
we are finalizing the adoption of this 
measure for the CY 2018 payment 
determination and subsequent years, 
instead of the CY 2017 payment 
determination and subsequent years as 
proposed. 


We plan to perform a dry run (a 
preliminary analysis) of the measure in 
2015. Also, with national 
implementation of a dry run of this 
measure, we also will review the 
appropriate cutoff volume for facilities, 
if necessary, in reporting the measure 
score. We refer readers to our discussion 
of the dry run and the cutoff volume 
above, in our response to a previous 
comment. 

The finalized measure set for the 
ASCQR Program CY 2017 payment 
determination and subsequent years, is 
listed below. 


FINALIZED AGC PROGRAM MEASURE SET FOR THE CY 2017 PAYMENT DETERMINATION AND SUBSEQUENT YEARS 











ASC No. NQF No. Measure name 

YI Yt,  ——_—__ 

ASC-1 ......... 0263 Patient Burn. 

ASC-2 ......... 0266 Patient Fall. 

ASC-3 ......... 0267 Wrong Site, Wrong Side, Wrong Patient, Wrong Procedure, Wrong Implant. 

ASC-4 ......... 0265 Hospital Transfer/Admission. 

ASC-5 ......... 0264 Prophylactic Intravenous (IV) Antibiotic Timing. 

ASC-6 ......... N/A Safe Surgery Checklist Use. 

ASC-7 ......... N/A ASC Facility Volume Data on Selected ASC Surgical Procedures. 

Procedure categories and corresponding HCPCS codes are located at: http://qualitynet.org/dcs/ContentServer? 

c=Page&pagename=QnetPublic%2F Page %2FQnet Tier2&cid= 1228772475754. 

ASC-8 ......... 0431 Influenza Vaccination Coverage among Healthcare Personnel. 

ASC-9 ......... 0658 Endoscopy/Polyp Surveillance: Appropriate Follow-Up Interval for Normal Colonoscopy in Average Risk Pa- 
tients. 

ASC-10 ....... 0659 Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a History of Adenomatous Polyps-Avoid- 
ance of Inappropriate Use. 

ASC-11 ....... 1536 Cataracts: Improvement in Patient’s Visual Function within 90 Days Following Cataract Surgery.* 





* Measure voluntarily collected starting as set forth in section XIV.E.3.c. of this final rule with comment period. 


measures and the newly-adopted 


determination and subsequent years, 
measure, ASC-12, is listed below. 


which includes previously finalized 


The finalized measure set for the 
ASCQR Program CY 2018 payment 


FINALIZED ASC PROGRAM MEASURE SET FOR THE CY 2018 PAYMENT DETERMINATION AND SUBSEQUENT YEARS 







Measure name 





Patient Burn. 


ASC-2 ......... Patient Fall. 

ASC-3 ......... Wrong Site, Wrong Side, Wrong Patient, Wrong Procedure, Wrong Implant. 
ASC-4 ......... Hospital Transfer/Admission. 

ASC-5 ......... Prophylactic Intravenous (IV) Antibiotic Timing. 

ASC-6 ......... N/A Safe Surgery Checklist Use. 
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FINALIZED ASC PROGRAM MEASURE SET FOR THE CY 2018 PAYMENT DETERMINATION AND SUBSEQUENT YEARS— 








ASC No. NQF No. 
ASC-7 ......... N/A 
ASC-8 ......... 0431 
ASC-9 ......... 0658 

tients. 

ASC-10 ....... 0659 
ASC-11 ....... 1536 
ASC-12 ........ Pending 


Continued 


Measure name 


ASC Facility Volume Data on Selected ASC Surgical Procedures. 

Procedure categories and corresponding HCPCS codes are located at: http://qualitynet.org/dcs/ContentServer? 
c=Page&pagename=QnetPublic%2F Page %2FQnet Tier2&cid= 1228772475754. 

Influenza Vaccination Coverage among Healthcare Personnel. 

Endoscopy/Polyp Surveillance: Appropriate Follow-Up Interval for Normal Colonoscopy in Average Risk Pa- 


Endoscopy/Polyp Surveillance: Colonoscopy Interval for Patients with a History of Adenomatous Polyps-Avoid- 


ance of Inappropriate Use. 
Cataracts: Improvement in Patient’s Visual Function within 90 Days Following Cataract Surgery.” 
Facility Seven-Day Risk-Standardized Hospital Visit Rate after Outpatient Colonoscopy.** 


* Measure voluntarily collected starting as set forth in section XIV.E.3.c. of this final rule with comment period. 
** New measure finalized for CY 2018 payment determination and subsequent years. 


6. ASCQR Program Measures for Future 
Consideration 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68493 through 68494), 
where we finalized our approach to 
future measure selection for the ASCQR 
Program. We seek to develop a 
comprehensive set of quality measures 
to be available for widespread use for 
informed “patient decision-making and 
quality improvement in the ASC 
setting” (77 FR 68496). We also seek to 
align these quality measures with the 
National Quality Strategy (NQS), the 
CMS Strategic Plan (which includes the 
CMS Quality Strategy), and our other 
quality reporting and value-based 
purchasing programs, as appropriate. 
Accordingly, as we stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
41048 through 41049), in considering 
future ASCQR Program measures, we 
are focusing on the following NQS and 
CMS Quality Strategy measure domains: 
Make care safer; strengthen person and 
family engagement; promote effective 
communication and coordination of 
care; promote effective prevention and 
treatment; work with communities to 
promote best practices of healthy living; 
and make care affordable. 

Comment: Commenters supported 
CMS’ alignment efforts. One commenter 
supported the direction of the ASCQR 
Program to align future measures with 
the NQS priorities, noting that doing so 
will make the ASCQR Program more 
consistent with the Hospital IQR 
Program. Another commenter agreed 
with the goal of aligning measures in the 
ASCQR Program with the Hospital OQR 
Program and the Hospital IQR Program, 
and urged that the alignment should 
eliminate confusion and avoid 
disadvantaging ASCs. 

Response: We thank the commenters 
for supporting our alignment efforts. To 
the extent practicable, we strive to align 
measures with national priorities, 


including the NQS priorities as well as 
across our quality reporting and value- 
based purchasing programs. 


Comment: Several commenters 
requested that CMS collaborate with 
stakeholder communities to develop 
and implement appropriate ophthalmic 
measures for the ASC setting, 
potentially including measures of 
incidence of toxic anterior segment 
syndrome in cataract surgery patients, 
incorrect intraocular lens implantation 
in cataract surgery patients, and 
unplanned anterior vitrectomy in 
cataract surgery patients. Another 
commenter suggested that CMS consider 
several new measures in the future, 
including adverse outcomes from high- 
volume procedures such as cataract 
removals, other eye procedures, 
endoscopies, musculoskeletal 
procedures, and colonoscopies. This 
commenter also encouraged CMS to 
develop composite measures of common 
surgical infections and to involve 
consumers and purchasers in 
refinement of the CAHPS survey for the 
outpatient setting. In addition, this 
commenter urged CMS to continue to 
analyze and address the role of the 
survey and discuss the comparative 
roles of PQRS CAHPS, ACO CAHPS, 
S—CAHPS, or the HOSD/ASC CAHPS 
surveys. 


Response: We thank the commenters 
for these recommendations and will 
consider these types of measures in 
future years. We have included an 
unplanned anterior vitrectomy in 
cataract surgery patients and patient 
experience of care survey measures in 
our Measures under Consideration 
(MUC) list for the MAP for the ASC 
setting. We agree that the adoption and 
implementation of appropriate cataract 
surgery measures are important for the 
ASCQR Program, given the number of 
such procedures performed on Medicare 
beneficiaries in this setting. 


We use patient experience of care 
surveys in a variety of health care 
settings. We agree that, to the extent 
feasible, survey instruments should be 
aligned and coordinated across settings. 
The developmental process of CAHPS 
and patient experience of care surveys 
involves several opportunities for input 
from patients, patient advocates, and 
stakeholders from the HOPD and ASC 
industry, including professional 
associations, clinicians, accreditation 
organizations, and the government. 

Comment: One commenter requested 
that CMS provide additional guidance 
with respect to the process for 
suggesting and submitting future 
ASCQR Program measures. This 
commenter further requested that CMS 
distinguish, when establishing reporting 
requirements, between ASCs that are 
equipped for the performance of sterile 
surgical operations and ambulatory 
endoscopy centers that are equipped to 
perform nonsurgical endoscopy 
procedures. 

Response: We generally request 
comments on future ASCQR Program 
measure topics through the rulemaking 
process and did so in the CY 2014 
OPPS/ASC proposed rule (78 FR 43664). 
We also accepted measures for 
consideration from associations through 
ONC’s measure project tracking system 
(http://oncprojectracking.org/); 
associations were invited via the CMS 
Listserv to attend a training session for 
how to submit measures into this 
system. Regarding distinguishing ASCs 
by the services provided, we are aware 
that ASCs vary in the types of services 
they provide. This variety presents 
challenges in devising a measure set 
that can glean applicable quality of care 
information across ASCs. With respect 
to current claims-based measures that 
include surgical procedures, at this 
time, we are not able to identify 
facilities that would never perform 
surgical procedures from the 
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information on claims. Therefore, we 
are not able to distinguish ineligibility 
for a measure from non-reporting. 

Comment: One commenter 
recommended that CMS consider the 
following measure topics for the ASCQR 
Program: (1) Equipment Reprocessing 
(for patient safety, high-level 
disinfection and sterilization, with a 
particular emphasis on endoscope 
reprocessing); and (2) Sedation Safety— 
A possible anesthesia-related measure 
could include the use of reversal agents 
to patients given moderate sedation 
agents (medications used to rescue 
patients from deeper levels of sedation 
than intended). 

Response: We thank the commenter 
for these recommendations and will 
consider these measure topics for the 
ASCQR Program in future years. 

Comment: One commenter noted that 
the program currently includes a 
measure on hospital transfer or 
admission after a procedure, which 
tracks whether patients are transferred 
or admitted directly to a hospital 
(including a hospital emergency room) 
upon discharge from an ASC. This 
commenter believed that this measure 
could be expanded to include patients 
who return home after the ASC 
procedure, but are admitted to a 
hospital shortly thereafter because of a 
problem related to the procedure 
because doing so would enable us to 
more comprehensively track patients 
who experience serious complications 
or medical errors related to an ASC 
procedure. 

Response: We thank the commenter 
for providing this information and note 
that the ASC-12: Facility Seven-Day 
Risk-Standardized Hospital Visit Rate 
after Outpatient Colonoscopy measure 
includes all unplanned hospital visits 
(emergency department visits, 
observation stays and inpatient 
admissions) within 7 days following the 
procedure. We will continue to consider 
additional measures that track hospital 
visits following ASC procedures as 
appropriate in the future. 

Comment: One commenter 
recommended that CMS develop a 
measure to track surgical site infection 
rates for ambulatory surgeries in ASCs. 
The commenter observed that CMS 
stated in the CY 2012 OPPS/ASC final 
rule with comment period (76 FR 74503 
through 74504) that we would consider 
proposing an SS] measure and requested 
an update. 

Response: We agree that it is 
important to encourage the reduction of 
SSIs. In the CY 2012 OPPS/ASC 
rulemaking, we proposed but did not 
finalize the Surgical Site Infection Rate 
measure (NQF #0299), but stated that 


we will consider proposing the measure 
once a suitable set of procedures and a 
protocol for ASCs and HOPDs has been 
developed (76 FR 74504). We are not 
aware of any updates to this measure, 
but will consider these types of 
measures in future years. 

Comment: One commenter 
recommended that the ASCQR Program 
should move to a value-based 
purchasing model no later than 2016, 
rewarding high-performing ASCs and 
penalizing low-performing ASCs. 

Response: We thank the commenter 
for this recommendation. As we noted 
in the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75122), we 
currently do not have express statutory 
authority to implement a value-based 
purchasing program for ASCs. 

Comment: One commenter requested 
that CMS publish each year, as part of 
the proposed rule, a 2-year or 3-year 
timeline of anticipated changes to the 
ASCQR Program to facilitate ASC 
facility planning. 

Response: We thank the commenter 
for the comment and note that we seek 
to provide information to ASC facilities 
in advance whenever possible to 
support future planning. For example, 
in the CY 2012 OPPS/ASC rulemaking, 
we finalized measures sets for the CY 
2014, CY 2015, and CY 2016 payment 
determinations (76 FR 74496 to 74511). 
Similarly, in the CY 2013 OPPS/ASC 
final rule with comment period, we 
finalized a data collection and 
processing period policy for claims- 
based measures using QDCs for the CY 
2015 payment determination and 
subsequent years (77 FR 68497 through 
68498), and in the CY 2014 OPPS/ASC 
final rule with comment period, we 
finalized our policy regarding 
participation status for the CY 2016 
payment determination and subsequent 
years (78 FR 75134 through 75135). In 
this year’s rulemaking, we also are 
finalizing policies that span more than 
one year, such as including the ASC—12 
measure in the ASCQR Program 
measure set for the CY 2018 payment 
determination and subsequent years, the 
process for removing measures, and 
topped-out criteria. While we cannot 
commit to providing a 2-year or 3-year 
timeline at this point due to the rapidly 
evolving quality measurement and 
program environment, we will continue 
to provide information to ASCs through 
the QualityNet Web site, the ASCQR 
Program ListServe, and the rulemaking 
process as appropriate. 

Comment: Several commenters stated 
that they would welcome opportunities 
to work with CMS to explore alternative 
reporting options for measures that cut 
across CMS quality reporting programs, 


particularly measures that are included 
in both the ASCQR Program and PQRS. 
Response: We thank the commenters 
for their offer to collaborate with CMS 
on alternative reporting options. We 
will continue to look for opportunities 
to work with ASC community 
stakeholders to continuously improve 


the ASCQR Program. 
Comment: Several commenters 


expressed concern about the MAP, 
specifically the public comment process 
and the practice of submitting measure 
concepts for consideration. These 
commenters believed that the MAP does 
not adequately consider public 
comments, and stated that the MAP 
session agendas scheduled voting 
activities prior to public comments, 
which limited the ability of comments 
to impact voting, and that the public 
could not address the Coordinating 
Committee until after deliberations were 
completed. These commenters also 
stated that the public could comment on 
the draft MAP Pre-Rulemaking Report, 
but that these comments were not 
considered by the Coordinating 
Committee and, therefore, did not result 
in revisions to the final report. These 
commenters recommended that public 
comments be solicited prior to, rather 
than, after voting on agenda items, and 
that the MAP Coordinating Committee 
be required to formally consider and 
respond to public comments on the 
draft report. Several other commenters 
expressed concern regarding the MAP’s 
review of measure “concepts” that have 
not been fully developed, saying that 
recommendations are premature for 
measure concepts or measure drafts. 
These commenters recommended that 
when “concepts’’ are presented, the 
MAP should determine whether the 
measure concept/draft would fill a 
measure gap but reserve further 
judgment for the completed measure. 
These commenters are further 
concerned that the inclusion of measure 
“concepts”’ results in an unreasonably 
large number of items for the MAP to 
consider, which can limit the time 
allotted to consider each measure. 

Response: We thank the commenters 
for their comments and concerns, but 
note that they do not directly address 
any proposals included in the CY 2015 
OPPS/ASC proposed rule; rather, they 
are directed towards MAP-specific 
processes. We invite the commenters to 
submit their MAP-specific concerns 
directly to the NQF, which convenes the 
MAP. 

In response to the comments 
concerning the MAP’s review of 
measure ‘“‘concepts”’ that have not been 
fully developed, resulting in 
recommendations that are premature for 
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measure concepts or measure drafts, we 
interpret the commenters’ use of the 
terms “concept” and ‘‘draft’’ to refer to 
measures under development as defined 
in our legend on page 87 of the List of 
Measures under Consideration for 
December 1, 2013 (https://www.google. 
com/url?sa=t&rct=j&q=fesrc=s& 
source=web&cd=1&cad=rja&uact=8& 
ved=0CCA QFJAA &url=http %3A % 2F 
%2Fwww.qualityforum.org %2F Setting _ 
Priorities %2FPartnership %2F 
Measures Under Consideration List. 
aspx&ei=aQUuV]rsM6nIsA T61IDQAg& 
usg=AFQjCNFPjzG9-t7flinf-RFf-70_ 
rSvpxxQ&sig2=V6Hi_ 
GdCM20UcP5xkoudcw&bvm=byv. 
76802529,d.cWc). We strive to ensure 
that the pre-rulemaking process allows 
for thorough review by the MAP and 
other stakeholders of all measures under 
consideration. 

Comment: Some commenters 
suggested that CMS consider developing 
additional outcomes measures specific 
to colonoscopies and consider 
developing a measure of whether or not 
colonoscopy patients remain cancer 
free, specifically suggesting that we 
work with stakeholders to improve 
existing measures. 

Response: We thank the commenter 
for their recommendations and will 
consider these types of measures in 
future years. 

We also thank all commenters for 
providing their views and we will 
consider them as we develop future 
measures for the ASCQR Program. 


7. Maintenance of Technical 
Specifications for Quality Measures 


We refer readers to the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74513 through 74514), 
where we finalized our proposal to 
follow the same process for updating the 
ASCQR Program measures that we 
adopted for the Hospital OQR Program 
measures, including the subregulatory 
process for making updates to the 
adopted measures. In the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68496 through 68497) and 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75131), we 
provided additional clarification 
regarding the ASCQR Program policy in 
the context of the previously finalized 
Hospital OQR Program policy, including 
the processes for addressing 
nonsubstantive and substantive changes 
to adopted measures. 

We maintain technical specifications 
for previously adopted ASCQR Program 
measures. These specifications are 
updated as we continue to develop the 
ASCQR Program. The manuals that 
contain specifications for the previously 


adopted measures can be found on the 
QualityNet Web site at: https://www. 
qualitynet.org/dcs/ContentServer?c= 
Page&pagename=QnetPublic %2FPage 
% 2F Qnet Tier2&cid=1228772475754. 

Many of the quality measures used in 
Medicare and Medicaid reporting 
programs are NQF-endorsed. We note 
that two of the measures previously 
adopted for the ASCQR Program are not 
NQF-endorsed, and NQF endorsement 
is not a program requirement. However, 
for those measures that are NQOF- 
endorsed, the NQF requires measure 
stewards to submit annual measure 
maintenance updates and undergo 
maintenance of endorsement review 
every 3 years as part of its regular 
maintenance process for NQF-endorsed 
performance measures. In the measure 
maintenance process, the measure 
steward (owner/developer) is 
responsible for updating and 
maintaining the currency and relevance 
of the measure and will confirm existing 
or minor specification changes with the 
NQF on an annual basis. The NQF 
solicits information from measure 
stewards for annual reviews, and it 
reviews measures for continued 
endorsement in a specific 3-year cycle. 

We note that the NQF’s annual or 
triennial maintenance processes for 
endorsed measures may result in the 
NQF requiring updates to measures in 
order to maintain endorsement status. 
Other non-NQF measures may undergo 
maintenance changes as well. We 
believe that it is important to have in 
place the subregulatory process that we 
have adopted for the ASCQR Program to 
incorporate nonsubstantive updates into 
the measure specifications for measures 
so that the measure specifications 
remain current. We also recognize that 
some changes to measures are 
substantive in nature and might not be 
appropriate for adoption using a 
subregulatory process. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41049), we did not propose 
any changes to this policy. 


8. Public Reporting of ASCQR Program 
Data 

In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74514 
through 74515), we finalized a policy to 
make data that an ASC submitted for the 
ASCQR Program publicly available on a 
CMS Web site after providing an ASC an 
opportunity to review the data to be 
made public. When available, these data 
will be displayed at the CCN level; we 
intend to make data collected under the 
ASCQR program publicly available in 
CY 2015. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41049), we did not 
propose any changes to this policy. 


Comment: One commenter urged 
CMS to make the data submitted by 
ASCs available to the public after giving 
ASCs an opportunity to preview the 
data. 


Response: We thank the commenter 
for their comment, and note that in the 
CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74514 through 
74515), we finalized a policy to make 
data that an ASC submitted for the 
ASCQR Program publicly available on a 
CMS Web site after providing an ASC an 
opportunity to review the data to be 
made public. These data will be 
displayed at the CCN level. We did not 
propose any changes to this policy (79 
FR 41049). 


C. Payment Reduction for ASCs That 
Fail To Meet the ASCQR Program 
Requirements 


1. Statutory Background 


We refer readers to section XV.C.1. of 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75131 through 
75132) for a detailed discussion of the 
statutory background regarding payment 
reductions for ASCs that fail to meet the 
ASCQR Program requirements. 


2. Reduction to the ASC Payment Rates 
for ASCs That Fail To Meet the ASCQR 
Program Requirements for a Payment 
Determination Year 


The national unadjusted payment 
rates for many services paid under the 
ASC payment system equal the product 
of the ASC conversion factor and the 
scaled relative payment weight for the 
APC to which the service is assigned. 
Currently, the ASC conversion factor is 
equal to the conversion factor calculated 
for the previous year updated by the 
MFP-adjusted CPI-U update factor, 
which is the adjustment set forth in 
section 1833(i)(2)(D)(v) of the Act. The 
MFP-adjusted CPI-U update factor is 
the Consumer Price Index for all urban 
consumers (CPI-U), which currently is 
the annual update for the ASC payment 
system, minus the MFP adjustment. As 
discussed in the CY 2011 MPFS final 
rule with comment period (75 FR 
73397), if the CPI-U is a negative 
number, the CPI-U would be held to 
zero. Under the ASCQR Program, any 
annual update will be reduced by 2.0 
percentage points for ASCs that fail to 
meet the reporting requirements of the 
ASCQR Program. This reduction 
applied beginning with the CY 2014 
payment rates. For a complete 
discussion of the calculation of the ASC 
conversion factor, we refer readers to 
section XII.G. of this final rule with 
comment period. 
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In the CY 2013 OPPS/ASC final rule 
with comment period (77 FR 68499 
through 68500), in order to implement 
the requirement to reduce the annual 
update for ASCs that fail to meet the 
ASCQR Program requirements, we 
finalized our proposal that we would 
calculate two conversion factors: A full 
update conversion factor and an ASCQR 
Program reduced update conversion 
factor. We finalized our proposal to 
calculate the reduced national 
unadjusted payment rates using the 
ASCQR Program reduced update 
conversion factor that would apply to 
ASCs that fail to meet their quality 
reporting requirements for that calendar 
year payment determination. We 
finalized our proposal that application 
of the 2.0 percentage point reduction to 
the annual update may result in the 
update to the ASC payment system 
being less than zero prior to the 
application of the MFP adjustment. 

The ASC conversion factor is used to 
calculate the ASC payment rate for 
services with the following payment 
indicators (listed in Addenda AA and 
BB to this final rule with comment 
period, which are available via the 
Internet on the CMS Web site): ‘‘A2,”’ 
“G2,” “P2,” “R2,” “Z2,” as well as the 
service portion of device-intensive 
procedures identified by “J8.”” We 
finalized our proposal that payment for 
all services assigned the payment 
indicators listed above would be subject 
to the reduction of the national 
unadjusted payment rates for applicable 
ASCs using the ASCQR Program 
reduced update conversion factor. 

The conversion factor is not used to 
calculate the ASC payment rates for 
separately payable services that are 
assigned status indicators other than 
payment indicators “A2,” “G2,” “J8,” 
“P2,” “R2,” and “Z2.” These services 
include separately payable drugs and 
biologicals, pass-through devices that 
are contractor-priced, brachytherapy 
sources that are paid based on the OPPS 
payment rates, and certain office-based 
procedures and radiology services 
where payment is based on the MPFS 


PE RVU amount and a few other specific 


services that receive cost-based 
payment. As a result, we also finalized 
our proposal that the ASC payment rates 
for these services would not be reduced 
for failure to meet the ASCQR Program 
requirements because the payment rates 
for these services are not calculated 
using the ASC conversion factor and, 
therefore, not affected by reductions to 
the annual update. 

Office-based surgical procedures 
(performed more than 50 percent of the 
time in physicians’ offices) and 
separately paid radiology services 


(excluding covered ancillary radiology 
services involving certain nuclear 
medicine procedures or involving the 
use of contrast agents, as discussed in 
section XII.C.1.b. of this final rule with 
comment period) are paid at the lesser 
of the MPFS nonfacility PE RVU-based 
amounts or the amount calculated under 
the standard ASC ratesetting 
methodology. Similarly, in section 
XII.D.2.b. of this final rule with 
comment period, we are finalizing that 
payment for the new category of covered 
ancillary services (that is, certain 
diagnostic test codes within the medical 
range of CPT codes for which separate 
payment is allowed under the OPPS and 
when they are integral to an ASC 
covered surgical procedure) will be at 
the lesser of the MPFS nonfacility PE 
RVU-based amounts or the rate 
calculated according to the standard 
ASC ratesetting methodology. In the CY 
2013 OPPS/ASC final rule with 
comment period (77 FR 68500), we 
finalized our proposal that the standard 
ASC ratesetting methodology for this 
type of comparison would use the ASC 
conversion factor that has been 
calculated using the full ASC update 
adjusted for productivity. This is 
necessary so that the resulting ASC 
payment indicator, based on the 
comparison, assigned to these 
procedures or services is consistent for 
each HCPCS code regardless of whether 
payment is based on the full update 
conversion factor or the reduced update 
conversion factor. 

For ASCs that receive the reduced 
ASC payment for failure to meet the 
ASCQR Program requirements, we 
believe that it is both equitable and 
appropriate that a reduction in the 
payment for a service should result in 
proportionately reduced copayment 
liability for beneficiaries. Therefore, in 
the CY 2013 OPPS/ASC final rule with 
comment period (77 FR 68500), we 
finalized our proposal that the Medicare 
beneficiary’s national unadjusted 
copayment for a service to which a 
reduced national unadjusted payment 
rate applies would be based on the 
reduced national unadjusted payment 
rate. 

In that final rule with comment 
period, we finalized our proposal that 
all other applicable adjustments to the 
ASC national unadjusted payment rates 
would apply in those cases when the 
annual update is reduced for ASCs that 
fail to meet the requirements of the 
ASCQR Program (77 FR 68500). For 
example, the following standard 
adjustments would apply to the reduced 
national unadjusted payment rates: The 
wage index adjustment, the multiple 
procedure adjustment, the interrupted 


procedure adjustment, and the 
adjustment for devices furnished with 
full or partial credit or without cost. We 
believe that these adjustments continue 
to be equally applicable to payment for 
ASCs that do not meet the ASCQR 
Program requirements. 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75132), we 
did not make any changes to these 
policies. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41049 through 
41050), we did not propose any changes 
to these policies. 


D. Administrative Requirements 


We received a public comment on the 
ASCQR Program requirements in 


general. 
Comment: One commenter expressed 


appreciation that CMS did not propose 
any substantial changes to participatory 
requirements, stating that this will 
provide ASCs with valuable time to 
stabilize the processes for what is 
currently required without adding 
additional burden on resources. 

Response: We interpret the 
commenter as referring to program 
administrative requirements overall, 
and not to just participation status as 
the commenter makes reference to 
issues of burden. We thank the 
commenter for this support. We agree 
that program administrative process 
stability to the extent possible is 
important in developing the ASCQR 
Program. We continue to look for ways 
to minimize burden as we pursue the 
quality objectives of the ASCQR 
Program. 


1. Requirements Regarding QualityNet 
Account and Security Administrator 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75132 through 75133) for 
a detailed discussion of the QualityNet 
security administrator requirements, 
including setting up a QualityNet 
account, and the associated timelines, 
for the CY 2014 payment determination 
and subsequent years. In the CY 2015 
OPPS/ASC proposed rule (79 FR 41050), 
we did not propose any changes to these 
policies. 


2. Requirements Regarding Participation 
Status 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75133 through 78 FR 
75135) for a complete discussion of the 
participation status requirements for the 
CY 2014 payment determination and 
subsequent years. In the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41050), we 
did not propose any changes to these 
policies. 
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E. Form, Manner, and Timing of Data 
Submitted for the ASCQR Program 


We received public comments on 
alternate methods for submitting data 
for the ASCQR Program. 

Comment: One commenter 
recommended that CMS allow ASCs to 
meet the requirements of the ASCQR 
Program using registry-based reporting, 
noting that using a registry is an option 
under the PQRS and that other registries 
are already in existence. This 
commenter recommended CMS issue 
proposals regarding this option in next 
year’s proposed rule. The commenter 
also recommended that ASCs should 
also have the option of submitting 
quality data to CMS through an EHR- 
based reporting mechanism, as there are 
ASCs that have implemented this 
technology and could benefit from this 
option. 

Response: We thank the commenter 
for these suggestions. We agree that it 
could reduce burden to have a registry- 
based mechanism for data submission. 
We have not proposed a registry-based 
reporting option because currently, 
there is not a registry in place that is 
collecting information on the quality 
measures that we have adopted for this 
program. Should registry-based 
reporting of the ASC quality measures 
adopted for the ASCQR Program become 
available in the future, we will explore 
further the viability of incorporating a 
registry-based reporting mechanism in 
the ASCQR Program. 

Regarding the use of EHR systems for 
reporting quality data, we agree that 
reporting by this method could reduce 
reporting burden. However, we are not 
aware of quality measures for ASCs that 
have been specified for electronic 
reporting. If such measures do exist, an 
understanding of the level of EHR 
adoption and capabilities of ASCs to 
utilize this method would be necessary 
before proposing their adoption by the 
ASCQR Program. As we discussed in 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75124 through 
75126), in a recent environmental scan, 
which included an assessment of the 
readiness of ASC to electronically report 
quality data, we found evidence of low 
levels of EHR use by ASCs. We believe 
that ASCs continue to be slow to adopt 
EHRs because many of these facilities 
are small and the cost of EHRs may pose 
a barrier to adoption. Further, there has 
been no incentive program to encourage 
such adoption by ASCs. 

Comment: One commenter requested 
a batch-processing data submission 
option for entities that own multiple 
ASCs. 





Response: We interpret this comment 
as referring to the ability to send quality 
measure data electronically in a format 
that allows for data submission for 
multiple ASCs, rather than requiring 
individual ASC data entry as is 
currently required for data submitted 
via a CMS online data submission tool 
measure data. We thank the commenter 
for their request and are considering 
how to implement this capability into 
our data submission processes. In the 
event this method can be available for 
data submission, we would issue 
proposals through rulemaking for 
ASCQR Program implementation. 


1. Requirements Regarding Data 
Processing and Collection Periods for 
Claims-Based Measures Using Quality 
Data Codes (QDCs) 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75135) for a complete 
summary of the data processing and 
collection periods for the claims-based 
measures using QDCs for the CY 2014 
payment determination and subsequent 
years. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41050), we did not 
propose any changes to these policies. 

We did not receive any public 
comments on data submission for 
claims-based measures using QDCs. 


2. Minimum Threshold, Minimum Case 
Volume, and Data Completeness for 
Claims-Based Measures Using QDCs 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75135 through 75137) for 
a complete discussion of the minimum 
thresholds, minimum case volume, and 
data completeness for successful 
reporting for the CY 2014 payment 
determination and subsequent years. In 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41050), we did not propose any 
changes to these policies. 

We received the following public 
comments on data collection using 
QDCs. 

Comment: One commenter 
recommended that CMS raise the 50 
percent threshold for claims meeting 
measure specifications containing 
QDCs, noting that many of the issues in 
the early years of the program that led 
to this standard have been resolved. 

Response: We thank the commenter 
for the recommendation and, while we 
did not propose any changes to our QDC 
use threshold in this rulemaking, we 
will consider this comment as we move 
forward with program planning as ASCs 
now have experience in submitting data 
in this manner. 

Comment: One commenter supported 
CMS’ decision not to propose any 


changes to minimum thresholds, 
minimum case volume, and data 
completeness for successful reporting, 
noting that program stability is 
important. Specifically, the commenter 
supports maintaining the sample size 
requirements for the endoscopy 
measures, ASC—9 and ASC-10. 

Response: We thank the commenter 
for its support of these data-related 
policies, including the maintenance of 
the sample size requirements for the 
endoscopy measures. 


3. Requirements for Data Submitted Via 
a CMS Online Data Submission Tool 


a. Data Collection for ASC-6 and ASC-— 
7 


We refer readers to the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74509) and the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75137 through 75138) for 
a complete discussion of the 
requirements for data collection and 
submission for the ASC-6: Safe Surgery 
Checklist Use and ASC-7: ASC Facility 
Volume Data on Selected ASC Surgical 
Procedures measures for the CY 2015 
payment determination and subsequent 
years. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41050), we did not 
propose any changes to these policies. 


b. Delayed Data Collection for ASC-9 
and ASC-10 


In the CY 2014 OPPS/ASC final rule 
with corament period (78 FR 75124 
through 75130), we adopted ASC-9: 
Endoscopy/Polyp Surveillance: 
Appropriate Follow-up Interval for 
Normal Colonoscopy in Average Risk 
Patients (NQF #0658) and ASC-10: 
Endoscopy/Polyp Surveillance: 
Colonoscopy Interval for Patients with a 
History of Adenomatous Polyps— 
Avoidance of Inappropriate Use (NQF 
#0659), two additional chart-abstracted 
measures, and we finalized a policy that 
aggregate data (numerators, 
denominators, and exclusions) on all 
ASC patients would be collected via an 
online Web-based tool that would be 
made available to ASCs via the 
QualityNet Web site. 

We finalized that the data collection 
time period would be the calendar year 
(January 1 to December 31) 2 years prior 
to the affected payment determination 
year, and the data collected would be 
submitted during the time period of 
January 1 to August 15 in the year prior 
to the affected payment determination 
year. Thus, for the CY 2016 payment 
determination, ASCs would be required 
to submit aggregate-level encounter data 
from January 1, 2014 to December 31, 
2014 using our Web-based tool during 
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the data submission window of January 
1, 2015 to August 15, 2015 (78 FR 75138 
through 75139). 

On December 31, 2013, we issued 
guidance stating that we would delay 
the implementation of ASC-9 and ASC- 
10 for 3 months for the CY 2016 
payment determination, with a resulting 
encounter period of April 1, 2014 to 
December 31, 2014 instead of January 1, 
2014 to December 31, 2014 (https:// 
www.qualitynet.org/dcs/ContentServer? 
c=Page&pagename=QnetPublic%2F 
Page %2FQnet Tier3&cid= 
1228772879036). The data submission 
timeframe and the encounter period for 
subsequent years remain as previously 
finalized (78 FR 75139). 


c. Delayed Data Collection and 
Exclusion for ASC-—11 for the CY 2016 
Payment Determination and Voluntary 
Data Collection for ASC-11 for the CY 
2017 Payment Determination and 
Subsequent Years 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period, where we adopted ASC-11: 
Cataracts—Improvement in Patient's 
Visual Function within 90 Days 
Following Cataract Surgery (NQF #1536) 
beginning with the CY 2016 payment 
determination (78 FR 75129), and 
finalized the data collection and data 
submission timelines (78 FR 75138 to 
75139). This measure assesses the rate 
of patients 18 years and older (with a 
diagnosis of uncomplicated cataract) in 
a sample who had improvement in 
visual function achieved within 90 days 
following cataract surgery based on 
completing both a pre-operative and 
post-operative visual function survey. 

Since our adoption of this measure, 
we have come to believe that it can be 
operationally difficult at this time for 
ASCs to collect and report this measure. 
Specifically, we are concerned that the 
results of the survey used to assess the 
pre-operative and post-operative visual 
function of the patient may not be 
shared across clinicians and facilities, 
making it difficult for ASCs to have 
knowledge of the visual function of the 
patient before and after surgery. We are 
also concerned about the surveys used 
to assess visual function; the measure 
allows for the use of any validated 
survey and results may be inconsistent 
should clinicians use different surveys. 

Therefore, on December 31, 2013, we 
issued guidance stating that we would 
delay data collection for ASC-11 for 3 
months (data collection would 
commence with April 1, 2014 
encounters) for the CY 2016 payment 
determination (https://www.qualitynet. 
org/dcs/ContentServer?c=Page&page 
name=QnetPublic%2FPage% 2F 


QnetTier3&cid=1228772879036). We 
issued additional guidance on April 2, 
2014, stating that we would further 
delay the implementation of ASC-11 for 
an additional 9 months, until January 1, 
2015 for the CY 2016 payment 
determination, due to continued 
concerns (https://www.qualitynet.org/ 
dcs/ContentServer?c=Page&pagename= 
QnetPublic% 2FPage% 2F QnetTier3& 
cid=1228773811586). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41051), we proposed to 
exclude ASC-11 Cataracts: 
Improvement in Patient’s Visual 
Function within 90 Days Following 
Cataract Surgery (NQF #1536) from the 
CY 2016 payment determination 
measure set. We would not subject 
ASCs to a payment reduction with 
respect to this measure for the CY 2016 
payment determination. 

We continue to believe that this 
measure addresses an area of care that 
is not adequately addressed in our 
current measure set and the measure 
serves to drive coordination of care (78 
FR 75129). Further, we believe ASCs 
should be a partner in care with 
physicians and other clinicians using 
their facility and that this measure 
provides an opportunity to do so. 
Therefore, we are continuing to include 
this measure in the ASCQR Program 
measure set for the CY 2017 payment 
determination and subsequent years. 
However, we understand the concerns 
and, therefore, proposed that data 
collection and submission be voluntary 
for this measure for the CY 2017 
payment determination and subsequent 
years. ASCs would not be subject to a 
payment reduction for failing to report 
this measure during the period of 
voluntary reporting. For ASCs that 
choose to submit data, we continue to 
request that they submit such data using 
the means and timelines finalized in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75138 to 
75139). Data submitted voluntarily will 
be publicly reported as discussed in the 
CY 2014 OPPS/ASC proposed rule (78 
FR 75138 to 75139). 

We invited public comment on this 
proposal. 

Comment: Some commenters stated 
that complications following cataract 
surgery are not acceptable and believed 
that ASC-11 tracks patient-centered 
clinical outcomes. The commenters 
stated that the measure would promote 
and improve care coordination among 
providers. Some commenters 
commended CMS’ recognition of the 
associated operational issues and taking 
the approach to delay implementation 
of this measure as well as allowing 
voluntary collection. 


Response: We appreciate the 
commenters that supported and agreed 
with our view and the approach we take 
for this measure. We agree that 
complications following cataract surgery 
are not acceptable. While ASC—11 does 
not address complications following 
cataract surgery, it does address 
improvement in visual function 
following cataract surgery and it tracks 
an important patient-centered clinical 
outcome. 

Comment: Some commenters did not 
support voluntary data reporting based 
on concerns regarding the extent to 
which ASCs would report data for ASC— 
11 if reporting was voluntary. Some 
commenters stated that incomplete 
display of data is not meaningful to 
consumers. Other commenters 
expressed concerns that the display of 
data from some ASCs but not others 
would lead some patients to conclude 
that some ASCs are more committed to 
improving cataract surgery. Several 
other commenters predicted that very 
few ASCs will report data for the ASC- 
11 measure, leading to an insufficient 
sample. 

Response: We thank the commenters 
for their views. We note that the 
proposal, which we are finalizing in this 
final rule with comment period, is for 
the measure to be voluntarily reported 
by ASCs. Therefore, ASCs would be able 
to choose whether to implement data 
collection and reporting processes for 
this measure. We continue to believe the 
ASC-11 measure has value in this care 
setting. We do not agree that an 
insufficient sample of facilities will 
report data for the ASC—11 measure 
because we also have self-reports from 
ASCs that some did put processes in 
place to collect data for this measure, 
and that these ASCs would like to report 
data for this measure because they view 
the measure as an important quality 
measure for facilities. 

We do not agree that ASC-11 data 
reported on a voluntary basis would not 
be meaningful for consumers. There are 
many situations where ASCs do not 
submit information to the ASCQR 
Program because they do not have such 
information due to lack of cases or low 
case volume. In the CY 2012 OPPS/ASC 
final rule with comment period (76 FR 
74514 through 74515), we finalized a 
policy to make data that an ASC 
submitted for the ASCQR Program 
publicly available on a CMS Web site 
after providing an ASC an opportunity 
to review the data to be made public. 
Therefore, when ASCs’ information is 
submitted, we will make this 
information publicly available. Where 
this information is not submitted, we 
will state that the information is not 
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available. We also do not agree that 
reporting of measure data by some ASCs 
and not others under voluntary 
reporting would affect the validity of 
data reported for this Web-based 
measure because this situation is no 
different than any other measure where 
not all ASCs had cases. 


Comment: Many commenters 
requested that CMS remove the ASC-11 
measure from the program entirely, 
rather than delaying implementation 
and allowing voluntary reporting. These 
commenters reiterated similar concerns 
expressed in the CY 2014 OPPS/ASC 
final rule with comment period 
regarding associated burden, suitability 
for ASCQR Program versus PQRS, 
program alignment of this measure, 
nonstandardization of collected 
information, NQF endorsement, MAP 
recommendation, and coordination 
challenges faced by facilities. 


Response: We continue to believe this 
measure addresses the importance area 
of care coordination and responsibility 
for monitoring patient outcomes 
between performing physicians, 
practitioners that assess visual function, 
and facilities where procedures are 
performed; therefore, we are not 
removing ASC-11 from the ASCQR 
Program measure set for the CY 2017 
payment determination and subsequent 
years. 


With respect to the concerns raised by 
commenters about the measure, we refer 
commenters to the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75124 through 75126, 75129, and 75138 
through 75139) where we previously 
have responded to these concerns. 


After consideration of the public 
comments we received, for the reasons 
discussed above, we are finalizing our 
proposal to allow voluntary data 
collection and reporting of this measure 
for the CY 2017 payment determination 
and subsequent years. We also are 
finalizing our proposal to exclude the 
measure entirely from the CY 2016 
payment determination measure set. 
ASCs will be able to begin reporting 
with January 1, 2015 services as 
described above in section XIV.E.3. of 
this final rule with comment period. For 
ASCs that choose to submit data, we 
request that they submit such data using 
the means and timelines finalized in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75138 to 
75139). ASCs will not be subject to a 
payment reduction for failing to report 
this measure during the period of 
voluntary reporting. Data voluntarily 
submitted will be publicly reported. 


4, Claims-Based Measure Data 
Requirements for the New Measure for 
the CY 2018 Payment Determination 
and Subsequent Years 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41046-41048), we proposed 
to adopt the ASC-12: Facility Seven- 
Day Risk-Standardized Hospital Visit 
Rate after Outpatient Colonoscopy 
measure, which is a claims-based 
measure that does not require any 
additional data submission apart from 
standard Medicare FFS claims. In the 
CY 2015 OPPS/ASC proposed rule (79 
FR 41051), we also proposed that, for 
this measure, which uses ASC Medicare 
claims data as specified in the ASCQR 
Specifications Manual and does not 
require any additional data submission 
such as QDCs, we would use paid 
Medicare FFS claims from a 12-month 
period from July 1 of the year 3 years 
before the payment determination year 
to June 30 of the following year. Thus, 
we stated, for the CY 2017 payment 
determination for this measure, claims 
from July 1, 2014 to June 30, 2015 
would be used. We noted that we 
proposed to adopt this measure under 
the ASCQR Program as well as the 
Hospital OQR Program, as described in 
section XIII.H.2.c. of the proposed rule. 
We stated that this ASCQR Program 
time period provides for the timeliest 
data possible while aligning the 
proposed data submission requirements 
with our Hospital OQR Program 
proposal, which would use the claims- 
based measure data submission 
requirements for the CY 2015 payment 
determination and subsequent years that 
we adopted in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75111 through 75112). 

We invited public comment on this 
proposal. 

Comment: Many commenters 
expressed concern that, if finalized, the 
ASC-12 measure’s data collection 
period would begin July 1, 2014, several 
months before adoption of the measure 
is finalized. Several commenters 
recommended that data collection begin 
July 1, 2015. 

Response: As we stated above in 
section XIV.B.5. of this final rule with 
comment period, we are finalizing the 
adoption of ASC-12 for the CY 2018 
payment determination and subsequent 
years instead of the CY 2017 payment 
determination and subsequent years as 
proposed. We are finalizing the data 
submission time period for ASC-12 to 
use paid Medicare FFS claims from the 
calendar year 2 years before the 
payment determination calendar year. 
For the CY 2018 payment 
determination, we will use paid 


Medicare FFS claims from January 1, 
2016 to December 31, 2016. We believe 
the reliability of the measure using 1 
year of data is sufficiently reliable. 
While we believe that measure 
reliability may be further improved by 
using a longer time period, we must 
balance the reliability of the measure 
with the timeliness of the measure. At 
this time, we believe that 1 year of data 
appropriately balances these competing 
interests, but we will continue to assess 
this belief during the dry run. 

After consideration of the public 
comments we received, we are not 
finalizing our proposal to use paid 
Medicare FFS claims from a 12-month 
period from July 1 of the year 3 years 
before the payment determination year 
to June 30 of the following year. Instead, 
we will use paid Medicare FFS claims 
from the calendar year 2 years before the 
payment determination calendar year. 
Specifically, with respect to the CY 
2018 payment determination, for 
calculating ASC-12, we will use paid 
Medicare FFS claims from January 1, 
2016 to December 31, 2016. 


5. Data Submission Requirements for 
ASC-8 (Influenza Vaccination Coverage 
Among Healthcare Personnel) Reported 
via the National Healthcare Safety 
Network (NHSN) for the CY 2016 
Payment Determination and Subsequent 
Years 


a. Previously Adopted Requirements for 
the CY 2016 Payment Determination 


We refer readers to the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74510) and the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75139 through 75140) for 
a complete discussion of the ASC-8 
measure (Influenza Vaccination 
Coverage among Healthcare Personnel) 
(NQF #0431), including the data 
collection timeframe and the data 
reporting standard procedures for the 
CY 2016 payment determination. 

In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75139 
through 75140), we finalized our 
proposal to use the data submission and 
reporting standard procedures that have 
been set forth by the CDC for NHSN 
participation in general and for 
submission of this measure to NHSN. 
We refer readers to the CDC’s NHSN 
Web site for detailed procedures for 
enrollment (http://www.cdc.gov/nhsn/ 
ambulatory-surgery/enroll.html), set-up 
(http://www.cdc.gov/nhsn/ambulatory- 
surgery/setup.html), and reporting 
(https://sams.cdc.gov) (user 
authorization through Secure Access 
Management Services (SAMS) is 
required for access to NHSN). We note 
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that the reporting link was updated in 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41051). 


b. Data Collection Timeframes for the 
CY 2017 Payment Determination and 
Subsequent Years and Submission 
Deadlines for the CY 2016 Payment 
Determination and Subsequent Years 


In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74510), we 
finalized our policy that data collection 
for the CY 2016 payment determination 
would be from October 1, 2014 through 
March 31, 2015 (the 2014-2015 
influenza season data). In the CY 2015 
OPPS/ASC proposed rule (79 FR 41051 
through 41052, we proposed that for the 
CY 2017 payment determination and 
subsequent years, ASCs would collect 
data from October 1 of the year 2 years 
prior to the payment determination year 
to March 31 of the year prior to the 
payment determination year. For 
example, the CY 2017 payment 
determination would require data 
collection from October 1, 2015 to 
March 31, 2016. 

In the CY 2014 OPPS/ASC proposed 
rule, we proposed that ASCs would 
have until August 15, 2015 to submit 
their 2014-2015 influenza season data 
(October 1, 2014 through March 31, 
2015) to NHSN. We stated that this date 
is the latest date possible for data entry 
that would provide sufficient time for us 
to make the CY 2016 payment 
determinations and is aligned with the 
data entry deadline for the measures 
entered via the CMS online tool (78 FR 
43670). While some commenters 
supported this proposal, others 
expressed disagreement with this 
proposal because it differed from the 
May 15 deadline proposed for the 
Hospital IQR Program (78 FR 27700, 
50822) and the Hospital OQR Program 
(78 FR 43656, 75116 through 75117) and 
they believed this difference in 
deadlines could cause confusion, 
thereby disadvantaging ASCs (78 FR 
75140). Other commenters believed that 
providing ASCs with a later deadline 
would provide an unfair advantage 
because ASCs would have longer to 
submit their data. Due to these 
concerns, we did not finalize the August 
15, 2015 deadline. We stated that we 
intended to propose a submission 
deadline for this measure for the CY 
2016 payment determination in this 
proposed rule. 

In the proposed rule, we proposed 
that May 15 of the year in which the 
influenza season ends be the submission 
deadline for each payment 
determination year, similar to the 
Hospital IQR and OQR Programs. For 
example, for the CY 2016 payment 





determination, ASCs would be required 
to submit their 2014-2015 influenza 
season data (October 1, 2014 through 
March 31, 2015) by May 15, 2015. 
Similarly, for the CY 2017 payment 
determination, ASCs would be required 
to submit their 2015-2016 influenza 
season data (October 1, 2015 through 
March 31, 2016) by May 15, 2016. We 
believe a May 15 reporting deadline 
would enable ASCs to use data 
summarizing the results of their 
previous influenza vaccination 
campaign to set targets and make plans 
for their influenza vaccination 
campaigns prior to the next influenza 
season. This deadline also would enable 
us to post and the public to review the 
summary data before the start of the 
next influenza season. Finally, this date 
aligns to the May 15 deadline used in 
the Hospital IQR and OQR Programs for 
this measure. 

We invited public comment on this 
proposal. 

Comment: Many commenters 
supported the proposed submission 
deadline of May 15 for ASC-8. One 
commenter expressed concern that there 
is a time lag for reporting this data, and 
urged that the public should have access 
to the data at the time the data is most 
useful. 

Response: We thank the commenters 
for their support. We believe a May 15 
reporting deadline will enable ASCs to 
use data summarizing the results of 
their previous influenza vaccination 
campaign to set targets and make plans 
for their influenza vaccination 
campaigns prior to the next influenza 
season. This deadline also will enable 
us to post and the public to review the 
summary data before the start of the 
next influenza season. Finally, this date 
aligns with the May 15 deadline used in 
the Hospital IQR and OQR Programs for 
this measure. 

Comment: Several commenters 
opposed setting the submission 
deadline for ASC-8 to May 15, arguing 
that the August 15 deadline considered 
in the prior year rule was better aligned 
with the other measures in the ASCQR 
Program and would minimize confusion 
and reporting burden. One commenter 
suggested that the Hospital IQR and 
Hospital OQR Programs should move 
their deadlines to August 15 to support 
program alignment. 

Response: We thank the commenters 
for supporting last year’s proposal 
regarding a data submission deadline for 
the ASC-8 measure. We proposed an 
August 15 data submission deadline in 
the CY 2014 OPPS/ASC proposed rule 
(78 FR 43670), but did not finalize this 
proposal due to commenters’ concerns 


with nonalignment with other quality 
reporting programs (78 FR 75140). 

While we seek to align reporting 
deadlines whenever possible within the 
ASCQR Program (78 FR 75140), we 
believe alignment across programs with 
the May 15 reporting deadline will 
prevent confusion in reporting across 
different facilities. We also believe this 
earlier deadline will enable us to make 
the data publicly available in time for 
ASCs to use the data summarizing the 
results of their previous influenza 
vaccination campaign to set targets and 
make plans for their influenza 
vaccination campaigns prior to the next 
influenza season. This would be very 
difficult to achieve with an August 15 
reporting deadline. 

After consideration of the public 
comments we received, for the reasons 
set forth above, we are finalizing our 
proposal without modification to adopt 
May 15 of the year in which the 
influenza season ends as the data 
submission deadline for the ASC-8 
measure for each payment 
determination year, beginning with the 
CY 2016 payment determination. We 
also are finalizing our proposal without 
modification that, for the CY 2017 
payment determination and subsequent 
years, ASCs will collect data from 
October 1 of the year 2 years prior to the 
payment determination year to March 
31 of the year prior to the payment 
determination year. 


6. ASCQR Program Validation of 
Claims-Based and CMS Web-Based 
Measures 


We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53641 
through 53642) for a complete 
discussion of our policy not to require 
validation of claims-based measures 
(beyond the usual claims validation 
activities conducted by our Medicare 
Administrative Contractors) or Web- 
based measures for the ASCQR Program, 
which is in alignment with our 
requirements for the Hospital IQR and 
OQR Programs. In the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41052), we 
did not propose any changes to this 
policy. 

We received the following comment 
on data validation for the ASCQR 
Program. 

Comment: One commenter 
recommended that CMS develop an 
ASCQR data validation program to 
assure the accuracy and integrity of 
quality data that will be publicly 
reported under the ASCQR Program. 

Response: We thank the commenter 
for the comment, and note that we 
continue to evaluate the feasibility of 
data validation for the ASCQR Program. 
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We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53641 
through 53642) for a complete 
discussion of our policy not to require 
validation of claims-based measures 
(beyond the usual claims validation 
activities conducted by our Medicare 
Administrative Contractors) or Web- 


based measures for the ASCQR Program. 


At this time, we believe that it would be 
overly burdensome to validate the 
reported data given the inexperience 
that ASCs have with reporting quality 
data to CMS coupled with the low 
incidence of cases for the claims-based 
measures. As we gain more experience 
with the ASCQR Program, we will 
reassess whether a data validation 
process for claims-based measures and 
measures where aggregate data are 
reported via an online tool is needed. 


7. Extraordinary Circumstances 
Extensions or Exemptions for the CY 
2017 Payment Determination and 
Subsequent Years 


We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53642 
through 53643) and the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75140 through 75141) for a complete 
discussion of our extraordinary 
circumstances extension or waiver 
process under the ASCQR Program. In 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41052), we did not propose any 
substantive changes to these policies or 
the processes. However, in the future, 
we will refer to the process as the 
“Extraordinary Circumstances 
Extensions or Exemptions” process 
rather than the “Extraordinary 
Circumstances Extensions or Waivers” 
process. 

We also are in the process of revising 
the Extraordinary Circumstances/ 
Disaster Extension or Waiver Request 
form (CMS-10432), approved under 
OMB control number 0938-1171. We 
are updating the instructions and the 
form so that a hospital or facility may 
apply for an extension for all applicable 
quality reporting programs at the same 
time. In addition, the instructions for 
the form will be updated. 


8. ASCQR Program Reconsideration 
Procedures for the CY 2017 Payment 
Determination and Subsequent Years 


We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53643 
through 53644) and the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75141) for a complete discussion of 
our informal reconsideration process for 
the ASCQR Program for the CY 2014 
payment determination and subsequent 
years. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41052), we did not 


propose any changes to the informal 
reconsideration process. 


XV. Changes to the Rural Provider and 
Hospital Ownership Exceptions to the 
Physician Self-Referral Law: Expansion 
Exception Process 


A. Background 
1. Statutory Basis 


Unless the requirements of an 
applicable exception are satisfied, 
section 1877 of the Act, also known as 
the “physician self-referral law’’—(1) 
prohibits a physician from making 
referrals for certain designated health 
services payable by Medicare to an 
entity with which the physician (or an 
immediate family member) has a 
financial relationship (ownership or 
compensation); and (2) prohibits the 
entity from submitting claims to 
Medicare (or billing another individual, 
entity, or third party payer) for those 
designated health services furnished as 
a result of a prohibited referral. The Act 
establishes a number of specific 
exceptions to the physician self-referral 
law and grants the Secretary the 
authority to create regulatory exceptions 
for financial relationships that the 
Secretary determines pose no risk of 
program or patient abuse. Since the 
original enactment of the statute in 
1989, we have published a series of final 
rules interpreting the statute and 
promulgating numerous exceptions. 

Section 1877(d) of the Act sets forth 
exceptions related to ownership and 
investment interests held by a physician 
(or an immediate family member of a 
physician) in an entity that furnishes 
designated health services. Section 
1877(d)(2) of the Act provides an 
exception for ownership and investment 
interests in rural providers. Under the 
provision of section 1877(d)(2) of the 
Act, in order for an ownership or 
investment interest to qualify for the 
exception, the designated health 
services must be furnished in a rural 
area (as defined in section 1886(d)(2) of 
the Act), and substantially all of the 
designated health services furnished by 
the entity must be furnished to 
individuals residing in a rural area. 
Section 1877(d)(3) of the Act provides 
the hospital ownership exception, often 
referred to as the “whole hospital 
exception,” for ownership and 
investment interests in a hospital 
located outside of Puerto Rico, provided 
that the referring physician is 
authorized to perform services at the 
hospital and the ownership or 
investment interest is in the hospital 
itself (and not merely in a subdivision 
of the hospital). 


2. Affordable Care Act Amendments to 
the Rural Provider and Hospital 
Ownership Exceptions to the Physician 
Self-Referral Law 


Section 6001(a) of the Affordable Care 
Act amended the rural provider and 
whole hospital exceptions to the 
physician self-referral law to impose 
additional restrictions on physician 
ownership and investment in rural 
providers and hospitals. Section 6001 (a) 
defines a “physician owner or investor’ 
as a physician, or immediate family 
member of a physician, who has a direct 
or indirect ownership or investment 
interest in a hospital. We refer to 
hospitals with direct or indirect 
physician owners or investors as 
‘‘physician-owned hospitals.” 

Section 6001(a)(3) of the Affordable 
Care Act established new section 1877 (i) 
of the Act, which imposes additional 
requirements for physician-owned 
hospitals to qualify for the rural 
provider or whole hospital exception. In 
addition to other requirements, section 
1877(i)(1) of the Act prohibits a 
physician-owned hospital from 
expanding its facility capacity beyond 
the number of operating rooms, 
procedure rooms, and beds for which 
the hospital was licensed as of March 
23, 2010, unless an exception is granted 
by the Secretary. 

Section 1877(i)(3) of the Act requires 
the Secretary to establish and 
implement an exception process to the 
prohibition on expansion of facility 
capacity. We refer to this process as the 
“expansion exception process.”’ Section 
1877(i)(3)(A)(i) of the Act provides that 
a hospital qualifying as an ‘‘applicable 
hospital” or a “high Medicaid facility”’ 
may apply for an expansion exception. 
Section 1877(i)(3)(E) of the Act sets 
forth the eligibility criteria for 
applicable hospitals, which include 
criteria concerning inpatient Medicaid 
admissions, bed capacity, and bed 
occupancy. Section 1877(i)(3)(F) of the 
Act sets forth the eligibility criteria for 
high Medicaid facilities, which include 
a criterion concerning inpatient 
Medicaid admissions. 

In the CY 2011 OPPS/ASC final rule 
with comment period (75 FR 72240), we 
addressed many of the additional 
requirements that were established by 
section 6001(a) of the Affordable Care 
Act for the rural provider and whole 
hospital exceptions, including the 
prohibition on expansion of facility 
capacity. In that final rule with 
comment period, we finalized 
regulations at 42 CFR 411.362(b)(2) that 
prohibit a physician-owned hospital 
from increasing the number of operating 
rooms, procedure rooms, and beds 


66988 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 





beyond that for which the hospital was 
licensed on March 23, 2010 (or, in the 
case of a physician-owned hospital that 
did not have a provider agreement in 
effect as of that date, but did have a 
provider agreement in effect on 
December 31, 2010, the effective date of 
such agreement), if the hospital seeks to 
avail itself of the rural provider or 
whole hospital exception. 

In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74517), we 
promulgated regulations under 42 CFR 
411.362(c) that govern the expansion 
exception process. Section 411.362(c)(2) 
sets forth the criteria for a physician- 
owned hospital to qualify for an 
expansion exception as an applicable 
hospital. Specifically, § 411.362(c)(2) 
states that: (1) The hospital’s annual 
percent of total inpatient admissions 
under Medicaid must be equal to or 
greater than the average percent with 
respect to such admissions for all 
hospitals located in the county in which 
the hospital is located during the most 
recent fiscal year for which data are 
available as of the date that the hospital 
submits its exception request; (2) the 
hospital must be located in a State in 
which the average bed capacity in the 
State is less than the national average 
bed capacity during the most recent 
fiscal year for which data are available 
as of the date that the hospital submits 
its request; and (3) the hospital must 
have an average bed occupancy rate that 
is greater than the average bed 
occupancy rate in the State in which the 
hospital is located during the most 
recent fiscal year for which data are 
available as of the date that the hospital 
submits its request. 

Section 411.362(c)(3) specifies the 
criteria for a physician-owned hospital 
seeking an exception under the 
expansion exception process on the 
basis that it is a high Medicaid facility, 
including the requirement that, with 
respect to each of the three most recent 
fiscal years for which data are available 
as of the date that the hospital submits 
its exception request, the hospital must 
have an annual percent of total inpatient 
admissions under Medicaid that is 
estimated to be greater than such 
percent with respect to such admissions 
for any other hospital located in the 
county in which the hospital is located. 

In the CY 2012 OPPS/ASC proposed 
rule (76 FR 42350 through 42352), we 
proposed that filed Medicare hospital 
cost report data from the CMS 
Healthcare Cost Report Information 
System (HCRIS) be used to determine 
whether a hospital satisfies the inpatient 
Medicaid admissions, bed capacity, and 
bed occupancy criteria for applicable 
hospitals and the inpatient Medicaid 





admissions criterion for high Medicaid 
facilities. We requested public 
comments concerning alternative data 
sources that could result in more 
accurate determinations as to whether a 
hospital satisfies the relevant criteria (76 
FR 42350). The public comments that 
we received provided no persuasive 
support for a data source more accurate 
than the filed hospital cost report data 
reported to HCRIS. Therefore, we 
finalized the requirement to use filed 
hospital cost report data for purposes of 
facility capacity expansion exception 
requests in the CY 2012 OPPS/ASC final 
rule with comment period (76 FR 
74518). In this final rule with comment 
period, we refer to the filed hospital cost 
report data that are required under our 
existing regulations as ‘“‘HCRIS data.”’ 
As required by section 1877(i)(3)(A) of 
the Act, the regulations addressing the 
expansion exception process in the CY 
2012 OPPS/ASC final rule with 
comment period were issued by January 
1, 2012, and the process was 
implemented on February 1, 2012. 


B. Limitations Identified by 
Stakeholders Regarding the Required 
Use of HCRIS Data 


Following the implementation of the 
expansion exception process on 
February 1, 2012, industry stakeholders 
informed us of what they believed to be 
certain limitations regarding the 
required use of HCRIS data under the 
regulations at 42 CFR 411.362. In the CY 
2015 OPPS/ASC proposed rule (79 FR 
41053), we discussed the existing 
required use of HCRIS data and certain 
limitations of the data that were 
identified by stakeholders and CMS. We 
do not repeat that information here; 
rather, we refer readers to the proposed 
rule for a complete discussion of the 
issues. To address the limitations 
regarding the required use of HCRIS 
data, we proposed to modify the 
expansion exception process to permit 
the use of certain non-HCRIS data 
sources for the inpatient Medicaid 
admissions, bed capacity, and bed 
occupancy criteria. 

As of the publication date of the CY 
2015 OPPS/ASC proposed rule, a 
correctly completed hospital cost report 
did not include Medicaid managed care 
admissions or discharges and, therefore, 
Medicaid managed care admissions and 
discharges were not available in HCRIS. 
As a result, the information collected to 
date through HCRIS cannot be used to 
estimate reliably Medicaid managed 
care admissions or discharges for 
purposes of estimating the percentages 
of inpatient Medicaid admissions under 
§§ 411.362(c)(2)(ii) and (c)(3)(ii). In 
addition, a hospital that has not 


participated as a provider in the 
Medicare program for each of the 3 most 
recent fiscal years for which data is 
available would be precluded from 
seeking a facility expansion exception 
as a high Medicaid facility. It would be 
similarly prohibitive if the requesting 
hospital is seeking an exception as 
either an applicable hospital or high 
Medicaid facility, and the hospitals in 
the county in which the requesting 
hospital is located were not Medicare 
participating providers or were not 
participating in the Medicare program 
during each of the years for which 
comparisons are required under the 
statute and our regulations. 

We believe that some physician- 
owned hospitals that serve a significant 
number of Medicaid managed care 
patients and are interested in the 
expansion exception process may fail to 
qualify for an exception due to the 
exclusion of Medicaid managed care 
data. Accordingly, as detailed in section 
XV.C. of the CY 2015 OPPS/ASC 
proposed rule (79 FR 41054), we 
proposed to revise the expansion 
exception process to permit physician- 
owned hospitals to use filed hospital 
cost report data, data from internal data 
sources, or data from external data 
sources to estimate the required 
percentages of inpatient admissions 
under Medicaid. (We referred in the 
proposal to the non-HCRIS internal data 
sources and external data sources that 
we proposed to permit for purposes of 
the expansion exception process as 
“supplemental data sources.’’) Also, as 
explained in section XV.B. of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41054), we proposed to revise the 
expansion exception process to permit 
the use of supplemental data sources for 
the bed capacity and bed occupancy 
criteria for applicable hospitals. 


C. Changes to the Physician-Owned 
Hospital Expansion Exception Process 


Below we discuss the provisions of 
the proposed rule and summarize and 
respond to the public comments we 
received in response to our proposals. 
For ease of reference, we have divided 
the comments and responses into the 
following categories: supplemental data 
sources; fiscal year standard; 
community input and timing of 
complete request; and additional 
considerations. 


1. Supplemental Data Sources 


Given the limitations regarding the 
required use of HCRIS data (which we 
described in sections XV.B.1. and 
XV.B.2. of the CY 2015 OPPS/ASC 
proposed rule (79 FR 41053 through 
41054)), we proposed to revise our 
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regulations at §§ 411.362(c)(2)(ii), 
(c)(2)(iv), (c)(2)(v), and (c)(3)(ii) to 
permit physician-owned hospitals to 
use data from certain internal data 
sources or external data sources, in 
addition to HCRIS data, in order to 
estimate the percentages of inpatient 
Medicaid admissions, and to determine 
the bed capacities and the bed 
occupancy rates referenced in those 
sections. We stated in the proposed rule 
that we were not prescribing that 
hospitals use a specific individual data 
source or combination of data sources. 

We proposed that, for purposes of the 
expansion exception process, internal 
data sources would be sources 
generated, maintained, or under the 
control of the Department, and we gave 
as examples the Healthcare Cost and 
Utilization Project (HCUP), the 
Medicaid Statistical Information System 
(MSIS), and the Medicaid Analytic 
Extract (MAX). We sought public 
comments that recommended other 
possible internal data sources. We also 
proposed that, for purposes of the 
expansion exception process, “external 
data sources” would be data sources 
generated, maintained, or under the 
control of a State Medicaid agency, and 
we sought public comments that 
recommended other possible external 
data sources, including those of other 
State agencies or departments. Finally, 
we proposed to amend 42 CFR 411.351: 
(1) to define “internal data source”’ to 
include only non-HCRIS data sources 
that are reliable and transparent, and 
that maintain or generate data that are 
accurate, complete, and objectively 
verifiable for purposes of the expansion 
exception process, and to define 
“external data source” to include only 
data sources that are reliable and 
transparent, and that maintain or 
generate data that are accurate, 
complete, and objectively verifiable for 
purposes of the expansion exception 
process; and (2) to state that internal 
data sources and external data sources 
must maintain data that are readily 
available and accessible to the 
requesting hospital, comparison 
hospitals, and to CMS for purposes of 
the expansion exception process. 

We noted in the proposed rule that 
the expansion exception process 
includes both the physician-owned 
hospital’s completion of its request and 
CMS’ consideration of the physician- 
owned hospital’s request. 

We stated in the proposed rule that 
we believe that the supplemental data 
sources should— 

e Be transparent regarding what 
comprises the data, where the data 
originated, and the manner and method 


by which the data source received the 
data; 

e Be maintained on a secure database 
that prevents distortion or corruption of 
data and that ensures the accuracy of 


the data; 
e Contain sufficient information to 


enable accurate estimates of the 
percentages of inpatient Medicaid 
admissions, and accurate 
determinations of bed capacities and 
bed occupancy rates; 

e Contain sufficient information to 
enable the comparisons required by 
§ 411.362(c)(2)(ii), (c)(2)(iv), (c)(2)(v), 
and (c)(3)(ii) for the fiscal year(s) at 
issue; and 

e Contain sufficiently clear and 
detailed data that will enable multiple 
users to produce consistent results and 
outcomes when using the same data set. 

In the proposed rule, we recognized 
that, if a physician-owned hospital uses 
data from a supplemental data source, 
the hospital may ultimately need to 
make estimates or determinations in 
addition to those referenced in our 
existing regulations. Accordingly, we 
proposed to revise our regulations to 
allow for the additional estimates or 
determinations that may be necessary 
under our revised process. Specifically, 
we proposed to permit a requesting 
hospital to use data from a 
supplemental data source to: 

e Estimate its own annual percentage 
of inpatient Medicaid admissions 
(§ 411.362(c)(2)(ii)). 

e Estimate the average percentage 
with respect to such admissions for all 
hospitals located in the county in which 
the hospital is located 
(§ 411.362(c)(2)(ii)). 

e Determine the average bed capacity 
in the State in which the hospital is 
located (§ 411.362(c)(2)(iv)). 

e Determine the national average bed 
capacity (§ 411.362(c)(2)(iv)). 

e Determine its own average bed 
occupancy rate (§ 411.362(c)(2)(v)). 

e Determine the average bed 
occupancy rate for the State in which 
the hospital is located 
(§ 411.362(c)(2)(v)). 

e Estimate its annual percentage of 
total inpatient admissions under 
Medicaid for each of the 3 most recent 
fiscal years for which data are available 
(§ 411.362(c)(3) (ii). 

e Estimate the annual percentages of 
total inpatient admissions under 
Medicaid for every other hospital 
located in the county in which the 
hospital is located for each of the 3 most 
recent fiscal years for which data are 
available (§ 411.362(c)(3)(ii)). 

We respond below to the specific 
comments that we received in response 
to our proposal. 


a. Internal Data Sources 


Comment: All of the commenters 
supported CMS’ efforts to permit 
physician-owned hospitals to use 
supplemental data sources in the 
expansion exception process because of 
the limitations of the HCRIS data, 
especially with respect to the inpatient 
Medicaid admissions criteria. The 
commenters generally agreed that a 
more flexible approach would help 
ensure that the physician-owned 
hospitals that satisfy the statutory 
criteria are able to expand facility 
capacity under the CMS process. 

Response: We appreciate the 
commenters’ support. Accordingly, we 
are finalizing a number of our proposals 
to revise the expansion exception 
process to provide for the flexibility 
called for by the commenters and other 
industry stakeholders to effectuate the 
purpose of section 6001(a) of the 
Affordable Care Act. 

Comment: One commenter stated that 
it appreciated CMS’ efforts to permit 
physician-owned hospitals to use 
supplemental data sources but also 
expressed concern that an internal data 
source as defined in the proposed rule 
would have limited utility in the 
expansion exception process. With 
respect to the internal data sources 
provided as examples in the proposed 
rule, the commenter identified 
limitations concerning the data sources’ 
completeness for purposes of the 
expansion exception process, 
Specifically, the commenter stated that 
certain States do not provide 
information to the HCUP and that the 
MSIS does not provide sufficient detail 
at the State or county level for purposes 
of the expansion exception process. The 
commenter added that the Medicaid 
Analytic Extract (MAX) would not be 
appropriate for the expansion exception 
process because it may not be used for 
nonresearch purposes. 

Response: We share the concerns 
identified by the commenter. After 
publication of the proposed rule, we 
made additional inquiries into the 
utility of internal data sources with 
respect to the inpatient Medicaid 
admissions criteria. As a result of those 
inquiries and further review, we agree 
with the commenter that these data 
sources contain significant limitations, 
including incomplete data for purposes 
of the exception process, as well as 
issues related to timeliness, availability, 
and accessibility of the data. 
Accordingly, we do not believe that the 
three sources listed in the proposed rule 
satisfy all of the standards that we set 
forth in the proposed rule for 
supplemental data sources (79 FR 
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41055), which we continue to believe 
are critical for any supplemental data 
source that could be used in the 
expansion exception process. None of 
the commenters provided information 
regarding other potentially acceptable 
internal data sources, and we are 
unaware of any other internal data 
sources that could be used to estimate 
accurately and reliably the percentages 
of inpatient Medicaid admissions 
required. Therefore, we are not 
finalizing our proposal to permit the use 
of any non-HCRIS internal data source 
for the inpatient Medicaid admissions 
criteria required at §§ 411.362(c)(2)(ii) 
and (c)(3)(ii). 

We also believe that many of the 
limitations that the commenter and our 
review identified regarding the 
proposed internal data sources would 
also apply to the bed capacity and bed 
occupancy criteria at § 411.362(c)(2)(iv) 
and (c)(2)(v). Specifically, we do not 
believe that internal data sources other 
than HCRIS would include relevant and 
adequate information to determine 
accurately the average bed capacity for 
hospitals within a State or nationally; 
nor do we believe internal data sources 
other than HCRIS would include 
information to determine accurately bed 
occupancy rates in a State. Accordingly, 
we are not finalizing our proposed 
revisions to §§ 411.362(c)(2)(iv) and 
(c)(2)(v) that would permit the use of 
any non-HCRIS internal data source for 
those criteria. Because no internal data 
source, other than HCRIS, will be 
permitted in the expansion exception 
process under this final rule with 
comment period, we are not finalizing 
our proposal to add a definition of 
‘internal data source”’ to § 411.351. 

Comment: One commenter 
recommended that physician-owned 
hospitals be allowed to use as an 
internal data source the same Medicaid 
eligibility determination process that 
hospitals use for Medicare 
disproportionate share hospital (DSH) 
determinations. 

Response: Medicare DSH 
determinations are based on Medicaid 
days, not admissions (or discharges). 
Based on our review, we do not believe 
that Medicaid days, without additional 
detailed information for the requesting 
and each comparison hospital, could be 
used in calculations to estimate 
accurately or reliably the required 
percentages of inpatient Medicaid 
admissions. The commenter did not 
explain how Medicaid eligibility data 
could be used to estimate inpatient 
admissions under Medicaid for the 
requesting hospital and each 
comparison hospital, when required. 
Without further explanation, we cannot 


agree that the Medicaid eligibility 
determination process that hospitals use 
for Medicare DSH determinations 
should be considered a data source. 


b. External Data Sources 


Comment: Most commenters urged 
CMS to finalize its proposal to permit 
the use of data from external data 
sources for the inpatient Medicaid 
admissions criteria. One commenter 
stated that its State Medicaid agency’s 
data on inpatient Medicaid admissions 
includes fee-for-service and managed 
care data, and that the data on total 
patient admissions are readily available 
from the Medicaid agency. The 
commenter indicated that the State 
Medicaid agency data could be used to 
determine accurately the percentages of 
inpatient Medicaid admissions 
referenced in § 411.362(c)(2)(ii) and 
(c)(3)(ii). The commenter also stated that 
the State did not charge a fee for 
providing the necessary data. 

Response: We believe that States have 
a significant interest in ensuring that 
data generated, maintained, or under the 
control of the State Medicaid agency are 
accurate and reliable. In general, 
submission of data to a State Medicaid 
agency is not voluntary, and hospitals 
are incented to provide accurate data 
and other information to receive 
payment for the services that they 
provide to the State’s Medicaid 
enrollees. Accordingly, we are 
persuaded to finalize our proposal to 
permit the use of an external data source 
for the inpatient Medicaid admissions 
criteria at § 411.362(c)(2)(ii) and 
(c)(3) (ii) with the modification 
stemming from the recent revision to the 
Medicare hospital cost report described 
in this response. We also are adopting 
as final our proposed definition of 
“external data source’ with no 
modification. We are adding this 
definition at § 411.362(a), rather than at 
§ 411.351 as proposed, because the 
definition of “external data source” 
applies only to our regulations at 
§ 411.362. 

We note that CMS recently revised the 
hospital cost report to require the 
reporting of Medicaid managed care 
discharges in addition to Medicaid fee- 
for-service discharges. As a result of this 
revision, a correctly completed hospital 
cost report will include Medicaid 
managed care discharges and, thus, 
Medicaid managed care discharges 
eventually will be available in HCRIS. 
At such time, the limitations that led to 
our proposal will be resolved, and 
HCRIS should be sufficiently complete 
to estimate the percentages of Medicaid 
inpatient admissions required in 
§ 411.362(c)(2)(ii) and (c)(3)(ii). 


However, we anticipate that it will take 
several years before physician-owned 
hospitals that are interested in 
requesting an expansion exception will 
be able to utilize the necessary Medicaid 
managed care data through HCRIS. 
Therefore, we are permitting physician- 
owned hospitals to use data from an 
external data source for the inpatient 
Medicaid admissions criteria until such 
time that the Secretary determines that 
HCRIS contains sufficiently complete 
inpatient Medicaid discharge data. At 
that time, going forward, physician- 
owned hospitals may use only filed 
Medicare hospital cost report data for 
the inpatient Medicaid admissions 
criteria. For additional information 
about the recent revisions to the 
hospital cost report, we refer readers to 
Transmittal 6 on the CMS Web site at: 
http://www.cms.gov/Regulations-and- 
Guidance/Guidance/Transmittals/201 4- 
Transmittals-Items/R6P240.html. 

We did not receive any public 
comments regarding whether an 
external data source would contain 
adequate information to determine the 
remaining four calculations required for 
the Secretary to grant an exception to 
the facility expansion prohibition for an 
applicable hospital (that is, the average 
bed capacity in the State where the 
requesting hospital is located, national 
average bed capacity, the requesting 
hospital’s average bed occupancy, and 
the average bed occupancy for all 
hospitals in the State where the 
requesting hospital is located). Based on 
our own review, we do not believe that 
an external data source would meet the 
standards set forth in the proposed rule 
when used for the criteria at 
§ 411.362(c)(2)(iv) and (c)(2)(v). 
Therefore, we are not finalizing our 
proposal to permit the use of external 
data sources for the four calculations 
specified in this paragraph and, thus, 
we are limiting the use of external data 
sources to the estimations of the 
percentages of inpatient Medicaid 
admissions at § 411.362(c)(2)(ii) and 
(c)(3) Gi). 

Comment: One commenter suggested 
that physician-owned hospitals seeking 
an expansion exception be permitted to 
use the most current external data 
available, regardless of source. 

Response: We interpret the comment 
as a suggestion that a requesting 
hospital should be able to use multiple 
external data sources to achieve the goal 
of using the ‘‘most current” data 
available when requesting an expansion 
exception, provided that each data 
source meets the criteria for an 
“external data source.”’ We disagree 
with the commenter because we believe 
that the use of more than one data 
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source would add unnecessary 
complexity to the Secretary’s review 
and lead to inconsistent results, 
including from year to year where 
multiple-year comparisons are required. 
In order to ensure accurate and 
consistent estimates and determinations 
and to facilitate the Secretary’s review 
of a physician-owned hospital’s request 
for a facility expansion exception, all of 
the data necessary for a physician- 
owned hospital to estimate or determine 
the percentages of inpatient Medicaid 
admissions referenced in 

§§ 411.362(c)(2)(ii) and (c)(3)(ii) must 
come from a single data source. 
Specifically, the same data source, 
whether HCRIS or an external data 
source, must be used in the numerator 
and denominator when determining or 
estimating the percentages of inpatient 
admissions under Medicaid for the 
requesting hospital and any other 
comparison hospital required under 

§ 411.362(c)(2)(ii) and (c)(3)(ii). We will 
continue to monitor the use of data 
sources in the expansion exception 
process and, if necessary, we will 
provide additional guidance on the CMS 
Web site regarding how an external data 
source should be used for the inpatient 
Medicaid admissions criteria. 

Comment: One commenter identified 
potential shortcomings in the data that 
its State Medicaid agency collects. 
Specifically, this commenter stated that 
its State collects Medicaid inpatient 
admissions data from general acute care 
hospitals but not psychiatric or 
specialty hospitals. (The commenter did 
not define “specialty hospital.’’) For this 
reason, the commenter claimed that its 
State Medicaid agency data would be 
incomplete if the requesting hospital is 
a psychiatric or specialty hospital or 
must compare itself to a psychiatric or 
specialty hospital. 

Response: Although we understand 
the potential implication of a State 
Medicaid agency not requiring a 
particular type of hospital to report 
admissions (or discharges) data to the 
agency, we note that HCRIS remains 
available under the policies set forth in 
this final rule with comment period. No 
Medicare participating hospital is 
exempt from reporting cost report data 
in HCRIS. Hospitals requesting an 
exception to the Affordable Care Act’s 
facility expansion prohibition may use 
HCRIS data to make the necessary 
estimates and determinations required 
under the statute and our regulations. 

Comment: One commenter 
recommended that physician-owned 
hospitals be permitted to use a State- 
provided listing of Medicaid DSH- 
eligible hospitals as an external data 
source. The commenter suggested that, 


if a hospital has been determined by its 
State Medicaid agency to be eligible for 
Medicaid DSH payments, the 
supporting data that show the Medicaid 
inpatient utilization rate or low-income 
utilization rate status of the hospital 
would be an adequate external data 


source. 
Response: We do not believe that a 


listing of Medicaid DSH-eligible 
hospitals, even if developed by a State 
Medicaid agency, qualifies as an 
external data source under our proposed 
definition. Moreover, we are not 
persuaded to expand the definition of 
“external data source’”’ to include such 
a listing because we are unclear how a 
listing, by itself, could provide the data 
necessary to estimate the percentages of 
inpatient Medicaid admissions required 
under the statute and our regulations. 
Comment: One commenter suggested 
that admissions data, which it was able 
to obtain from the State health and 
human services commission, should be 
preferred over discharge data for 
purposes of the inpatient Medicaid 


admissions criteria. 
Response: In the CY 2012 OPPS/ASC 


final rule with comment period (76 FR 
74519), we determined that discharge 
data may be used to estimate the 
percentages of inpatient Medicaid 
admissions. We did not propose to 
revise this policy in the CY 2015 OPPS/ 
ASC proposed rule. However, we are 
clarifying in this CY 2015 OPPS/ASC 
final rule with comment period that 
either admissions data or discharge data 
may be used to either determine or 
estimate the percentages referenced in 
§ 411.362(c)(2)(ii) and (c)(3)(ii), 
provided that the data being used are 
from a permitted data source. We are 
not persuaded to rank or prioritize these 
types of data. The Secretary will 
determine whether an estimate is 
accurate or appropriate given the 
specific facts and circumstances 
underlying a physician-owned 
hospital’s expansion exception request. 


c. Completeness of Supplemental Data 
Sources 


Comment: One commenter expressed 
concern about the utility of an external 
data source, as defined in the proposed 
rule, for purposes of the expansion 
exception process. The commenter 
stated that, in some States, certain types 
of hospitals are not required to report 
any data to the States in which they are 
located. The commenter did not provide 
information regarding whether State 
Medicaid agencies can or do generate on 
their own (that is, without relying on 
reported information from hospitals) 
inpatient admissions data for those 
hospitals not required to report such 


data. The commenter requested that 
CMS clarify whether the State Medicaid 
sources would be considered 
“complete” for purposes of the 
expansion exception process under such 
circumstances. 

Response: We recognize the 
possibility that a State Medicaid agency 
may not generate, maintain, or 
otherwise control a data source that 
would contain sufficient data for the 
inpatient Medicaid admissions criteria, 
the only eligibility criteria for which we 
are permitting the use of an external 
data source in this final rule with 
comment period. Thus, the utility of the 
external data sources that we are 
permitting likely will depend on the 
State in which the physician-owned 
hospital is located. 

Whether an external data source is 
considered complete depends on the 
facts and circumstances of the particular 
situation. For example, if a physician- 
owned hospital is seeking to qualify as 
a high Medicaid facility and the State’s 
data source does not include data on 
one of the comparison hospitals, the 
State’s data would not be considered 
complete for purposes of the process 
because a high Medicaid facility must 
compare itself against each other 
hospital in the county in which it is 
located. 


d. Other Issues Related to Supplemental 
Data Sources 


Comment: One commenter expressed 
concern that contradictory data sources 
could create confusion for requesting 
physician-owned hospitals, those who 
wish to comment on an expansion 
exception request, and the Secretary in 
her review of a request. The commenter 
provided an example where a 
physician-owned hospital chooses to 
utilize available HCRIS data for its 
expansion request, but the available 
data from the State Medicaid agency 
conflict with the HCRIS data, appearing 
to show that the physician-owned 
hospital was not the highest Medicaid 
facility in a more recent fiscal year(s). 
Two commenters recommended that 
CMS consider issuing guidance as to 
how external data sources will be 
characterized or measured in 
comparison to HCRIS data, how CMS 
and the Secretary will evaluate 
comments received from opposing 
hospitals, and what criteria the 
Secretary intends to rely upon to make 
the ultimate determinations. Another 
commenter recommended that CMS not 
prioritize or rank additional data 
sources, given that access to 
supplemental data sources will vary 
based upon the entity requesting an 
expansion exception. 
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Response: Determinations regarding 
expansion exception requests will be 
made on a case-by-case basis, with 
consideration given to all information 
available to CMS at the time of the 
review. We are not able to provide the 
specific guidance requested by the first 
commenter because the example 
provided is hypothetical in nature and 
not part of an actual request for the 
Secretary’s consideration. As we stated 
in the proposed rule, we believe that 
permissible data sources should, among 
other things, be transparent, be secure, 
enable accurate estimates of the 
percentages of inpatient Medicaid 
admissions, and provide for consistent 
results in order to enable the Secretary 
to make an informed decision regarding 
whether a requesting physician-owned 
hospital satisfies the statutory 
requirements for an exception to the 
facility expansion prohibition. We 
continue to believe in the importance of 
these attributes, and all data sources 
utilized by a requesting hospital and 
any community comments provided 
during the exception expansion process 
will be evaluated with them in mind. 
Because each request will be reviewed 
on a case-by-case basis, we decline to 
issue guidance regarding the relative 
priority of data sources. The Secretary 
will make determinations based on the 
criteria enumerated in the Affordable 
Care Act, as set forth in section 
1877(i)(3) of the Act and our 
regulations. 

Comment: One commenter 
recommended that, in addition to 
considering other data sources, CMS 
consider other factors when reviewing 
an expansion exception request. The 
commenter claimed that Medicaid 






Regulation 


§ 411.362(c)(2)(ii) 





mission. 


§ 411.362(c)(2)(ii) 


§ 411.362(c)(2)(iv) 


cated. 
§ 411.362(c)(2)(iv) 
§ 411.362(c)(2)(v) 


§ 411.362(c)(2)(v) 


pital is located. 


§ 411.362(c)(3)(ii) 





Requirement 


Estimate the requesting hospital's own an- 
nual percentage of inpatient Medicaid ad- 


Estimate the average percentage with re- 
spect to such admissions for all hospitals 
located in the county in which the request- 
ing hospital is located. 

Determine the average bed capacity in the 
State in which the requesting hospital is lo- 


Determine the national average bed capacity 

Determine the requesting hospital's own av- 
erage bed occupancy rate. 

Determine the average bed occupancy rate 
for the State in which the requesting hos- 


Estimate the requesting hospital’s annual per- 
centage of total inpatient admissions under 
Medicaid for each of the three most recent 
fiscal years for which data are available. 





patient days are a better metric than 
Medicaid admissions because Medicaid 
patient days reflect a hospital’s use of 
resources to care for a Medicaid patient. 
The commenter also suggested that CMS 
consider the specialty services, such as 
neonatal intensive care unit (NICU) 
services, that a hospital provides. 
Specifically, the commenter suggested 
that CMS consider the bed occupancy of 
a particular specialty service if that 
service treats a very large Medicaid 


population. 

Response: We do not have the 
authority to revise the expansion 
exception process to incorporate the 
factors that the commenter 
recommended. Section 6001(a) of the 
Affordable Care Act established criteria 
that physician-owned hospitals must 
satisfy in order to qualify for an 
expansion exception request, including 
criteria concerning inpatient Medicaid 
admissions. As we understand the 
comment, the commenter is 
recommending that we substitute (or 
additionally consider) a hospital’s 
inpatient Medicaid days as a criterion 
for granting an exception to the 
prohibition on facility expansion. The 
statute does not provide the Secretary 
discretion to consider inpatient 
Medicaid days in lieu of the inpatient 
Medicaid admissions criteria. Similarly, 
we lack the authority to consider the 
bed occupancy of specific specialty 
services, a factor which, even if 
permissible, would complicate our 
review of an exception request. 


e. Summary of Final Provisions 
Regarding Supplemental Data Sources 


After consideration of the public 
comments we received on the use of 





Permissible data 
source(s) 


HCRIS, external data 
source. 





HCRIS, external data 
source. 


HCRIS 


HCRIS 
HCRIS 


HCRIS 


HCRIS, external data 
source. 








supplemental data sources, we are not 
finalizing the proposed revisions to 

§ 411.362(c)(2)(ii) and (c)(3)(ii) that 
would permit physician-owned 
hospitals to use data from an internal 
data source other than HCRIS to 
estimate the percentages of inpatient 
Medicaid admissions referenced in 
those sections. Accordingly, we are not 
finalizing our proposal to add a 
definition of the term “internal data 
source” under § 411.351. As finalized, 
§ 411.362(c)(2)(ii) and (c)(3)(ii) reflect 
modifications from our proposal that 
would have permitted physician-owned 
hospitals to use data from an external 
data source to estimate the percentages 
of inpatient Medicaid admissions 
referenced in those sections. 
Specifically, we are revising these 
sections to require the use of HCRIS 
data once they are complete and permit 
the use of data from an external data 
source only until then. We also are 
finalizing the definition of “external 
data source’ without modification, 
although we are adding the definition at 
§ 411.362(a), rather than at § 411.351 as 
proposed. Finally, we are not finalizing 
the proposed revisions to those sections 
that would permit physician-owned 
hospitals to use data from a non-HCRIS 
data source to determine State average 
bed capacity, national averaged bed 
capacity, the requesting physician- 
owned hospital’s average bed 
occupancy rate, or the State average bed 
occupancy rate. We provide the 
following chart of the final provisions to 
assist the reader. 







Limitations 








An external data source may be used only 
until such time as the Secretary determines 
that HCRIS contains sufficiently complete 
inpatient Medicaid discharge data. 

An external data source may be used only 
until such time as the Secretary determines 
that HCRIS contains sufficiently complete 
inpatient Medicaid discharge data. 


An external data source may be used only 
until such time as the Secretary determines 
that HCRIS contains sufficiently complete 
inpatient Medicaid discharge data. 
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Regulation 


§ 411.362(c)(3)(ii) 
patient 


2. Fiscal Year Standard 


Section 1877(i)(3)(F) of the Act 
requires that a high Medicaid facility 
use data from each of the 3 most recent 
fiscal years for which data are available. 
In the CY 2012 OPPS/ASC final rule 
with comment period (76 FR 74518), we 
stated that we consider the most recent 
fiscal year for which data are available 
to be the most recent year for which 
HCRIS contains data from at least 6,100 
hospitals. We currently apply this 
standard to expansion exception 
requests for both applicable hospitals 
and high Medicaid facilities. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41055), we proposed to 
revise our standard so that the most 
recent fiscal year for which data are 
available would be the year for which 
the data source(s) used in an expansion 
exception request contain sufficient data 
to perform the comparisons required 
under § 411.362(c)(2)(ii), (c)(2)(iv), 
(c)(2)(v), and (c)(3)(ii). Specifically, we 
proposed that data sources, either alone 
or in combination with other data 
sources, would be considered to contain 
“sufficient data” if they contain all data 
from the requesting hospital and each 
hospital to which the requesting 
hospital must compare itself that are 
necessary to perform the estimates 
required in the expansion exception 
process. In addition, with respect to a 
hospital seeking an expansion exception 
as an applicable hospital, we proposed 
that, in order to be considered to 
contain ‘‘sufficient data,” the data 
sources, either alone or in combination 
with other data sources, must contain 
the data necessary to determine the 
State and national average bed capacity 
and the average bed occupancy rate in 
the State in which the requesting 
hospital is located for purposes of the 
expansion exception process. 

We also proposed to require that data 
from the same fiscal year be used for the 
applicable hospital eligibility criteria at 
§ 411.362(c)(2)(ii), (c)(2)(iv) and 
(c)(2)(v), even if the hospital uses 
multiple data sources for those criteria. 
We stated our belief that requiring the 
use of data from the same fiscal year 
will ensure consistency and equitability 
in the expansion exception process. We 
sought public comments on our 


Estimate the annual percentages of total in- 
admissions under 
every other hospital located in the county 
in which the requesting hospital is located 
for each of the three most recent fiscal 
years for which data are available. 


Permissible data 
source(s) 





HCRIS, external data 
source. 





Medicaid for 


proposal to revise the standard that 
determines the most recent fiscal year(s) 
for which data are available, as well as 
other ways to define ‘sufficient data’’ 
for purposes of the expansion exception 
process. 


a. Summary of Public Comments and 
Our Responses Regarding the Fiscal 
Year Standard 


Comment: All of the commenters that 
addressed this issue supported CMS’ 
proposal to revise the interpretation of 
the standard “the most recent fiscal year 
for which data are available.’’ The 
commenters stated generally that 
external data sources often have more 
recent data than the fiscal year for 
which HCRIS contains data from at least 
6,100 hospitals. Two commenters 
recommended deeming a data source 
“sufficient” and, thus, acceptable for 
use in an expansion exception request, 
if it contains all of the information 
necessary to complete the calculations 
required to determine eligibility for an 
exception as a high Medicaid facility or 
applicable hospital. Another commenter 
similarly supported the proposal and 
suggested that CMS consider the 
sufficiency of data on a case-by-case 
basis. 

Response: We agree with the 
commenters that recommended that we 
deem a data source “‘sufficient”’ and, 
thus, acceptable for use in an expansion 
exception request, if it contains all of 
the information necessary to complete 
the calculations required to determine 
eligibility for an exception as a high 
Medicaid facility or applicable hospital. 
Although determining the sufficiency of 
a data source on a case-by-case basis 
could significantly lengthen the period 
of time required for a thorough review 
of an expansion exception request, we 
believe that evaluating the sufficiency of 
data on a modified case-by-case basis is 
nonetheless appropriate, as explained 
more fully below. 

We are adopting separate standards to 
determine the sufficiency of data 
sources for the Medicaid inpatient 
admissions criteria and the bed capacity 
and occupancy criteria set forth in our 
regulations. For purposes of the 
Medicaid inpatient admissions 
estimates required in § 411.362(c)(2)(ii) 












Limitations 












An external data source may be used only 
until such time as the Secretary determines 
that HCRIS contains sufficiently complete 
inpatient Medicaid discharge data. 






and (c)(3)(ii), we are adopting a standard 
under which we will consider a data 
source sufficient when it contains data 
from the requesting hospital and every 
hospital located in the same county as 
the requesting hospital. This applies to 
both external data sources and HCRIS. 
The statutory criteria at sections 
1877(i)(3)(E)(ii) and (i)(3)(F)(ii) of the 
Act afford no flexibility to make these 
determinations based on data from 
fewer than all of the hospitals located in 
the same county as the requesting 
hospital. For purposes of the bed 
capacity and occupancy determinations 
required in § 411.362(c)(2)(iv) and 
(c)(2)(v), we will consider HCRIS 
sufficient for a particular fiscal year on 
a State-by-State basis, rather than the 
current ‘6,100 hospitals reporting”’ 
standard. Specifically, this final rule 
with comment period requires a 
requesting physician-owned hospital to 
satisfy the bed capacity criterion in 

§ 411.362(c)(2)(iv) during the most 
recent fiscal year for which HCRIS 
contains data from a sufficient number 
of hospitals in the requester’s State to 
determine the State’s average bed 
capacity and a sufficient number of 
hospitals nationally to determine the 
national average bed capacity. In 
addition, this final rule with comment 
period requires a requesting physician- 
owned hospital to satisfy the bed 
occupancy criterion in § 411.362(c)(2)(v) 
during the most recent fiscal year for 
which HCRIS contains data from a 
sufficient number of hospitals in the 
State to determine the requesting 
hospital’s average bed occupancy rate 
and the State’s average bed occupancy 
rate. “Sufficient number” means that 
enough hospitals have reported data 
such that the determinations in 

§ 411.362(c)(2)(iv) and (c)(2)(v) would 
not materially change after additional 
hospital data are reported. 

We will consult with the CMS Office 
of the Actuary to determine whether 
average bed capacity and bed occupancy 
rates would materially change upon 
additional hospital reporting. CMS 
intends to report on its Web site each 
State’s average bed capacity, the 
national average bed capacity, and each 
State’s average bed occupancy, per fiscal 
year, as they become available. A 
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requesting physician-owned hospital 
may use only the averages posted on the 
CMS Web site as of the date that the 
hospital submits its expansion 
exception request. 

We provide the following examples to 
illustrate the application of the standard 
applicable to the determinations 
required in § 411.362(c)(2)(iv) and 
(c)(2)(v). Assume that, for FY 2013, the 
requesting hospital is one of 200 
Medicare-participating hospitals located 
in State A. Assume also that, after 
consultation with the CMS Office of the 
Actuary, we determine that State A’s FY 
2013 average bed capacity and bed 
occupancy rates would not materially 
change once HCRIS contains data from 
at least 85 percent of State A hospitals 
(170 hospitals). Finally, assume that 
CMS is able to determine the FY 2013 
national average bed capacity rate once 
5,500 hospitals have reported bed 
capacity data in HCRIS, and that this 
rate would not materially change even 
if the remaining Medicare-participating 
hospitals reported data in HCRIS. Under 
the standard adopted in this final rule 
with comment period, the requesting 
hospital may use FY 2013 HCRIS data 
to make the State bed capacity and 
occupancy determinations required in 
§ 411.362(c)(2)(iv) and (c)(2)(v) once 
HCRIS contains data from at least 170 of 
the Medicare-participating hospitals in 
State A for that fiscal year. The 
requesting hospital may use FY 2013 
HCRIS data to determine the national 
average bed capacity required in 
§ 411.362(c)(2)(iv) once HCRIS contains 
data from at least 5,500 Medicare- 
participating hospitals for that fiscal 
year. 

In contrast, assume that, for FY 2013, 
there are only 10 Medicare-participating 
hospitals in State B. Assume also that, 
after consultation with the CMS Office 
of the Actuary, we determine that State 
B’s FY 2013 average bed capacity and 
bed occupancy rates would materially 
change unless HCRIS contains data from 
all of State B’s hospitals. Thus, a 
physician-owned hospital located in 
State B could not use FY 2013 HCRIS 
data until all 10 Medicare-participating 
hospitals in State B reported their bed 
capacity and occupancy data in HCRIS 
for that fiscal year. 

With respect to external data sources, 
because we recognize that State 
Medicaid agencies likely will have 
varying collection time periods that may 
not line up with the Federal fiscal year 
end for which HCRIS data are available 
(for example, calendar year or State 
fiscal year), we are permitting the use of 
any 12-month period for the data, 
provided that all 3 years use the same 
12-month cycle. For example, a State 


Medicaid agency may collect Medicaid 
inpatient admissions data on a calendar 
year cycle. A physician-owned hospital 
requesting an expansion exception as a 
high Medicaid facility may use calendar 
years 2013, 2012 and 2011 if the 
external data source, for each of those 
years, contains all data from the 
requesting hospital and every hospital 
located in the same county as the 
requesting hospital. 

We note that, if the latest year for 
which HCRIS contained data sufficient 
to determine the average bed capacity in 
the State in which the requesting 
hospital is located and the national bed 
capacity was FY 2011, but HCRIS 
contained FY 2012 data sufficient to 
determine the requesting hospital’s own 
average bed occupancy and the average 
bed occupancy rate for the State in 
which the requesting hospital is located, 
the hospital could use FY 2011 data for 
the determinations required in 
§ 411.362(c)(2)(iv) and FY 2012 data for 
the determinations required in 
§ 411.362(c)(2)(v). We recognize that 
using different years from the same 
permissible data source to make the 
estimates or determinations set forth in 
the criteria for applicable hospitals may 
require additional review of an 
expansion exception request by the 
Secretary. However, in light of our 
interpretation that each criterion that a 
physician-owned hospital seeking a 
facility expansion exception must meet 
is analyzed separately, we believe that 
allowing a requesting hospital to use 
data from 12-month periods that may be 
different for each criterion will permit 
use of the most recent data, result in 
more accurate determinations, and best 
effectuate the plain meaning of the 
statutory and regulatory language 
regarding these criteria. 


b. Summary of Final Provisions 
Regarding the Fiscal Year Standard 


After consideration of the public 
comments we received on the standard 
regarding the most recent available data, 
we are finalizing our proposals with 
several modifications. For purposes of 
the estimates required in 
§ 411.362(c)(2)(ii) and (c)(3)(ii), the most 
recent 12-month period for which data 
are available is the most recent 12- 
month period for which the data source 
used contains all data from the 
requesting hospital and each hospital to 
which the requesting hospital must 
compare itself. For purposes of the 
determinations required in 
§ 411.362(c)(2)(iv), we require a 
requesting physician-owned hospital to 
satisfy the criterion during the most 
recent fiscal year for which HCRIS 
contains data from a sufficient number 


of hospitals to determine the relevant 
State’s average bed capacity and the 
national average bed capacity. For 
purposes of the determinations required 
in § 411.362 (c)(2)(v), we require a 
requesting physician-owned hospital to 
satisfy the criterion during the most 
recent fiscal year for which HCRIS 
contains data from a sufficient number 
of hospitals to determine the requesting 
hospital’s average bed occupancy rate 
and the relevant State’s average bed 
occupancy rate. Because we are 
continuing to require the use of HCRIS 
data for the determinations required in 
§ 411.362(c)(2)(iv) and (c)(2)(v), we 
believe that this bifurcated approach is 
necessary. 

Finally, we note that we analyze each 
estimate or determination required 
under § 411.362(c)(2) separately. We 
interpret the statute and our regulations 
to allow the use of different time 
periods for each estimate or 
determination, provided that the data 
source (or time period) used to perform 
the necessary calculation contains: (1) 
for purposes of § 411.362(c)(2)(ii) and 
(c)(3)(ii), all data from the requesting 
hospital and each hospital to which the 
requesting hospital must compare itself; 
(2) for purposes of § 411.362(c)(2)(iv), 
data from a sufficient number of 
hospitals to determine the relevant 
State’s average bed capacity and the 
national average bed capacity; and (3) 
for purposes of § 411.362(c)(2)(v), data 
from a sufficient number of hospitals to 
determine the requesting hospital’s 
average bed occupancy rate and the 
relevant State’s average bed occupancy 
rate, respectively. CMS will continue to 
determine and make available on its 
Web site State bed capacity and 
occupancy rates and the national 
average bed capacity rate. “Sufficient 
number” means that enough hospitals 
have reported data such that the 
determinations in § 411.362(c)(2)(iv) 
and (c)(2)(v) would not materially 
change even if data that may be missing 
from comparison hospitals were 
included. 


3. Community Input and Timing of a 
Complete Request 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41055 through 41056), we 
proposed to require that a physician- 
owned hospital requesting an expansion 
exception provide actual notification 
directly to hospitals whose data are part 
of the comparisons set forth under 
§ 411.362(c)(2)(ii) and (c)(3)(ii) of the 
regulations. Under proposed 
§ 411.362(c)(5), the notification must be 
in writing, in either electronic or hard 
copy form, and must be provided at the 
same time that the hospital discloses on 
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any public Web site for the hospital that 
it is requesting an exception. We stated 
in the proposed rule that we believe that 
this additional safeguard would ensure 
that comparison hospitals are aware of 
the opportunity to confirm or dispute 
the accuracy or reliability of the data in 
the physician-owned hospital’s request. 
Our existing regulations at 
§ 411.362(c)(5) set forth the process for 
community input and the timing of a 
complete expansion exception request. 
These regulations provide for a 30-day 
comment period following publication 
in the Federal Register of notice of the 
physician-owned hospital’s expansion 
exception request and a 30-day rebuttal 
period for the requesting hospital to 
respond, if it chooses, to any written 
comments that CMS receives from the 
community. Currently, an expansion 
exception request is considered 
complete at the end of the 30-day 
comment period if CMS does not 
receive written comments from the 
community. If CMS receives written 
comments from the community, the 
request is considered complete at the 
end of the 30-day rebuttal period, 
regardless of whether the requesting 
hospital submits a rebuttal statement. 
In the proposed rule, we explained 
that permitting the use of non-HCRIS 
data in an expansion exception request 
would likely require additional time for 
our review of the request, including any 
comments submitted with respect to the 
request. Therefore, we proposed to 
revise our regulations at § 411.362(c)(5) 
to extend the date by which certain 
expansion exception requests will be 
deemed complete. Specifically, we 
proposed to revise § 411.362(c)(5) to 
provide that, where the request, any 
written comments, and any rebuttal 
statement include only HCRIS data, the 
current timeframes would apply. That 
is, such an expansion exception request 
would be deemed complete no later 
than: (1) The end of the 30-day 
comment period if no written comments 
from the community are received; and 
(2) the end of the 30-day rebuttal period 
if written comments from the 
community are received, regardless of 
whether the physician-owned hospital 
submitting the request submits a 
rebuttal statement. We also proposed 
that, where the request, any written 
comments, or a rebuttal statement 
includes data from a supplemental data 
source, an expansion exception request 
would be deemed complete no later 
than: (1) 180 days after the end of the 
30-day comment period if no written 
comments from the community are 
received; and (2) 180 days after the end 
of the 30-day rebuttal period if written 
comments from the community are 





received, regardless of whether the 
physician-owned hospital submitting 
the request submits a rebuttal statement. 


a. Summary of Public Comments and 
Our Responses Regarding Community 
Input and Timing of a Complete Request 


Comment: Some commenters 
encouraged CMS not to finalize the 
actual notification requirement, stating 
that it would impose a burden (both 
procedural and financial) on the 
requesting hospital or could lead to an 
increase in comments regarding each 
request and the complexity of those 
comments. One commenter stated that 
requiring actual notification to other 
hospitals located in the same county as 
the requesting hospital goes beyond the 
intent of the Congress in enacting this 
provision of the Affordable Care Act. 

Response: We believe that an actual 
notification requirement is important to 
ensure that comparison hospitals are 
aware of the opportunity to confirm or 
dispute the accuracy or reliability of the 
data in the physician-owned hospital’s 
request, and that any burden on the 
requesting hospital is outweighed by the 
facilitation of robust community input 
that can help inform the Secretary’s 
review of an expansion exception 
request. We believe that thorough 
vetting of all relevant information, both 
from the requesting hospital and the 
community in which the hospital is 
located, in fact, was the intent of the 
Congress. We disagree with the 
commenter that stated that this 
requirement goes beyond the 
congressional intent or our statutory 
authority. 

Comment: One commenter opposed 
CMS’ proposal to deem an expansion 
exception request that relies on a non- 
HCRIS data source complete no later 
than 180 days after the end of the 30- 
day comment period if no written 
comments from the community are 
received, and 180 days after the end of 
the 30-day rebuttal period if written 
comments from the community are 
received, regardless of whether the 
physician-owned hospital submitting 
the request submits a rebuttal statement. 
The commenter stated that the 
additional time beyond the 30-day 
period provided for in our existing 
regulations is particularly unnecessary 
if the requesting hospital uses inpatient 
admissions data from a State Medicaid 
agency that shows the percentage of 
Medicaid admissions for all of the 
hospitals operating in the same county 
as the requesting hospital. 

Response: The purpose of our 
proposed policy extending the 
timeframe for deeming complete an 
expansion exception request where the 


request itself, any community input, or 
any rebuttal statement includes non- 
HCRIS data is to provide CMS with 
sufficient time to address any potential 
conflicts between data presented by the 
requesting hospital and data or other 
information presented by a commenter 
or in the possession of CMS. As we 
noted in the CY 2012 OPPS/ASC final 
rule with comment period, the 
limitations on data sources that may be 
used in a physician-owned hospital’s 
expansion exception request do not 
apply to members of the community or 
to CMS (76 FR 74522). Therefore, it is 
possible (if not likely) that, when 
reviewing an expansion exception 
request, CMS would need to verify the 
data (and other information, if any) 
provided by the requesting hospital and 
any commenters, as well as consider the 
data in light of the information 
otherwise available to CMS. This review 
could involve the use of internal experts 
or contractors, which will require 
additional time. We note that the 
timeframe for deeming an expansion 
exception request complete will be “no 
later than” 180 days after the end of the 
30-day comment period (if no written 
comments from the community are 
received) and 180 days after the end of 
the 30-day rebuttal period (if written 
comments from the community are 
received) does not preclude an earlier 
timeframe where the information 
submitted by the requesting hospital 
does not conflict with any community 
input or information otherwise available 
to CMS. 


b. Final Provisions Regarding 
Community Input and Timing of a 
Complete Request 


After consideration of the public 
comments we received on community 
input and timing of a complete 
response, we are finalizing our proposal, 
without modification, recognizing that, 
under this final rule with comment 
period, the only permissible 
supplemental data sources are external 
data sources, as defined in this final rule 
with comment period at § 411.362. 


D. Additional Considerations 


We recognize the importance of an 
accurate and consistent expansion 
exception process. We stated in the CY 
2015 OPPS/ASC proposed rule (79 FR 
41056) that we are aware that data 
sources have unique characteristics due 
to their inputs, collection methods, 
compilation, and other factors, and that 
we would take this into consideration if 
we finalized our proposal to permit the 
use of supplemental data sources. In an 
effort to implement an accurate and 
consistent expansion exception process, 
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we solicited comments on the utility, 
appropriateness, and limitations of our 
proposal to permit the use of 
supplemental data sources. Specifically, 
we sought comments that: 

e Address whether permitting the use 
of supplemental internal or external 
data sources would significantly affect 
the outcomes for any of the estimates or 
determinations required in our 
regulations. 

e Address whether permitting the use 
of supplemental data sources would 
materially affect a physician-owned 
hospital’s ability to request an exception 
or CMS’ determination on an exception 
request. 

e Describe the length of time that 
would be necessary to obtain or generate 
the required data from a specific data 
source. 

e Address whether and when the data 
will be available and accessible per 
fiscal year. 

e Address whether the data will be 
available and accessible in a format that 
enables the requesting hospital to 
perform the necessary comparisons. 

e Describe how supplemental data 
sources could or should be prioritized, 
including, but not limited to, rankings 
related to accuracy or reliability. 

e Describe how data from a particular 
data source could be used in the 
expansion exception process. We 
encouraged commenters to specify 
whether a particular data source already 
maintains the percentages or rates 
required, or whether calculations will 
be necessary to generate the required 
percentages or rates. If calculations will 
be necessary, we requested that 
commenters describe the calculations. 

e Describe the cost to industry 
stakeholders, State governments, and 
the Federal government for obtaining or 
generating data from any potential data 
sources. We consider cost to include 
both resources (for example, human 
capital and information technology) and 
actual financial burden (for example, 
fees to use or purchase the data). 

We also solicited comments on 
whether any additional burdens would 
affect the quality of care for 
beneficiaries as a result of additional 
costs borne by a requesting hospital. 

We note that our inquiries were 
limited to solicitations of comments 
intended to inform our decision making 
regarding our actual proposals and, 
therefore, do not require a response in 
this final rule with comment period. 
However, we have chosen to summarize 
and respond to the comments that 
addressed ranking or prioritizing data 
sources and types of data because we 
believe discussion of these issues helps 
clarify how our revisions to the 


expansion exception process that we are 
finalizing will be implemented. 

Comment: A few commenters who 
addressed the additional considerations 
set forth in the proposed rule discussed 
ranking or prioritizing permitted data 
sources. One commenter recommended 
that CMS not prioritize or rank 
additional data sources, given that 
access to supplemental data sources will 
vary based on the hospital seeking the 
exception. Another commenter 
suggested that CMS give the highest 
priority to admissions data from State 
Medicaid agencies for the inpatient 
Medicaid admissions criteria. The 
commenter stated that the State in 
which the commenter is located 
provides an unbiased, reliable, single 
source of inpatient Medicaid admissions 
percentages that would eliminate the 
need for independent calculations by 
the requesting hospital and individuals 
and entities in the community in which 
the hospital is located. The commenter 
further suggested that if actual 
admissions data are unavailable through 
the State Medicaid agency, CMS permit 
the use of other data, including 
estimates of Medicaid admissions based 
on discharges using supplemental data. 

Response: We share the concerns of 
the commenters that noted that the 
external data sources available to 
requesting hospitals will vary from State 
to State. We also believe that the quality 
and completeness of the external data 
sources available to requesting hospitals 
will vary in the same manner. We 
further note the complexity involved in 
making a generally applicable policy as 
to how to rank or prioritize various data 
sources. Therefore, we decline to 
provide guidance regarding the rank or 
prioritization of potentially available 
data sources for use in the expansion 
exception process. Our goal remains to 
ensure a fair, accurate, and consistent 
process to implement section 6001 of 
the Affordable Care Act. As discussed 
elsewhere in this preamble, each 
expansion exception request will be 
considered on a case-by-case basis. The 
Secretary will consider only reliable, 
credible information to determine 
whether a requesting physician-owned 
hospital qualifies for an exception to the 
facility expansion prohibition. 


FE. Summary of the Final Provisions 
Regarding the Expansion Exception 
Process Under the Rural Provider and 
Hospital Ownership Exceptions to the 
Physician Self-Referral Law 


In this final rule with comment 
period, we are finalizing the following 
policies related to the expansion 
exception process for physician-owned 
hospitals: 


e We are permitting the use of 
external data sources to estimate a 
physician-owned hospital’s annual 
percentage of inpatient admissions 
under Medicaid (§ 411.362(c)(2)(ii) and 
(c)(3)(ii)), the average percentage of 
inpatient admissions under Medicaid of 
all hospitals in the county in which a 
physician-owned hospital requesting an 
expansion exception as an “‘applicable 
hospital” is located (§ 411.362(c)(2)(ii)), 
and the annual percentage of inpatient 
admissions under Medicaid of any other 
hospital in the county in which a 
physician-owned hospital requesting an 
expansion exception as a “‘high 
Medicaid facility” is located 
(§ 411.362(c)(3)(ii)). However, on or after 
such date that the Secretary determines 
that HCRIS contains sufficiently 
complete inpatient Medicaid discharge 
data, a hospital may use only filed 
Medicare hospital cost report data to 
estimate the percentages of inpatient 
Medicaid admissions referenced in 
§ 411.362(c)(2)(ii) and (c)(3)(ii). 

e We are defining ‘‘external data 
source” at § 411.362 to mean a data 
source that (1) is generated, maintained, 
or under the control of a State Medicaid 
agency; (2) is reliable and transparent; 
(3) maintains data that, for purposes of 
the process described in § 411.362(c), 
are readily available and accessible to 
the requesting hospital, comparison 
hospitals, and CMS; and (4) maintains 
or generates data that, for purposes of 
the process described in § 411.362(c), 
are accurate, complete, and objectively 
verifiable. We are not finalizing our 
proposed definition of “internal data 
source.” 

e For purposes of § 411.362(c)(2)(ii) 
and (c)(3)(ii), we are interpreting the 
most recent 12-month period for which 
data are available as the most recent 12- 
month period for which the data source 
used contains all data from the 
requesting hospital and each hospital to 
which the requesting hospital must 
compare itself. 

e For purposes of the determinations 
required in § 411.362(c)(2)(iv), we 
require a requesting physician-owned 
hospital to satisfy the criterion during 
the most recent fiscal year for which 
HCRIS contains data from a sufficient 
number of hospitals to determine a 
State’s average bed capacity and the 
national average bed capacity. For 
purposes of the determinations required 
in § 411.362 (c)(2)(v), we require a 
requesting physician-owned hospital to 
satisfy the criterion during the most 
recent fiscal year for which HCRIS 
contains data from a sufficient number 
of hospitals to determine the requesting 
hospital’s average bed occupancy rate 
and the relevant State’s average bed 
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occupancy rate. “Sufficient number of 
hospitals” means in this final rule with 
comment period that enough hospitals 
have reported data such that the 
determinations in § 411.362(c)(2)(iv) 
and (c)(2)(v) would not materially 
change even if data that may be missing 
from comparison hospitals were 


included. 
e Where the request, any written 


comments, and any rebuttal statement 
include only HCRIS data, we will 
consider a request for an expansion 
exception complete no later than: (1) 
The end of the 30-day comment period 
if no written comments from the 
community are received; and (2) the end 
of the 30-day rebuttal period if written 
comments from the community are 
received, regardless of whether the 
physician-owned hospital submitting 
the request submits a rebuttal statement 
(§ 411.362(c)(5)(i)). 

e Where the request, any written 
comments, or any rebuttal statement 
include data from an external data 
source (as defined in this final rule with 
comment period), we will consider a 
request for an expansion exception 
complete no later than: (1) 180 days 
after the end of the 30-day comment 
period if no written comments from the 
community are received; and (2) 180 
days after the end of the 30-day rebuttal 
period if written comments from the 
community are received, regardless of 
whether the physician-owned hospital 
submitting the request submits a 
rebuttal statement (§ 411.362(c)(5)(ii)). 

We are not finalizing our proposal to 
revise the bed capacity and bed 
occupancy criteria at § 411.362(c)(2)(iv) 
and (c)(2)(v) to permit the use of non- 
HCRIS data sources. However, we are 
revising §§ 411.362(c)(2)(iv) and (c)(2)(v) 
to clarify the fiscal year periods that 
requesting hospitals must use to make 
the determinations required in those 
sections. 


XVI. Revision of the Requirements for 
Physician Certification of Hospital 
Inpatient Services Other Than 
Psychiatric Inpatient Services 


In the FY 2014 IPPS/LTCH PPS 
proposed rule (78 FR 27644 through 
27650), we discussed the statutory 
requirement for certification of hospital 
inpatient services for payment under 
Medicare Part A. The certification 
requirement for inpatient services other 
than psychiatric inpatient services is 
found in section 1814(a)(3) of the Act, 
which provides that Medicare Part A 
payment will only be made for such 
services ‘“‘which are furnished over a 
period of time, [if] a physician certifies 
that such services are required to be 
given on an inpatient basis.” 





As discussed in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41056 
through 41058), in commenting on our 
FY 2014 proposal mentioned above, 
some commenters argued that the 
statutory reference to services furnished 
“over a period of time” and the then- 
existing regulation’s lack of any specific 
deadline for physician certifications in 
nonoutlier cases indicated that no 
certification was required for short-stay 
cases. In support of their argument, the 
commenters cited the legislative history 
of section 1814(a)(3) of the Act, which 
these commenters interpreted as 
indicating that the certification 
requirements should apply only to 
certain long-term stays. 

As we indicated in our response to 
these public comments in the FY 2014 
IPPS/LTCH PPS final rule (78 FR 
50939), we do not agree with the 
assertion that the only possible 
interpretation of the statute is that the 
requirement for physician certification 
only applies to long-stay cases. The 
statute does not define ‘‘over a period of 
time,” and further provides that ‘‘such 
certification shall be furnished only in 
such cases, and with such frequency, 
and accompanied by such supporting 
material. . . as may be provided by 
regulations.” By this language, Congress 
explicitly delegated authority to the 
agency to elucidate this provision of the 
statute by regulation. 

In our previous regulations, we 
interpreted the statute’s requirement of 
a physician certification for inpatient 
hospital services furnished ‘‘over a 
period of time”’ to apply to all inpatient 
admissions. While this is not the only 
possible interpretation of the statute, we 
believe that it is a permissible 
interpretation. 

We continue to believe that an order 
from a physician or other qualified 
practitioner in order to trigger an 
inpatient hospital admission as 
specified in 42 CFR 412.3 is necessary 
for all inpatient admissions. As 
described more fully in the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50938 
through 50954), the requirement for a 
physician order for a hospital inpatient 
admission has long been clear in the 
Medicare hospital conditions of 
participation (CoPs), and we 
promulgated § 412.3 to make more 
explicit that admission pursuant to this 
order is the means whereby a 
beneficiary becomes a hospital inpatient 
and, therefore, is required for payment 
of hospital inpatient services under 
Medicare Part A. A beneficiary becomes 
a hospital inpatient when admitted as 
such after a physician (or other qualified 
practitioner as provided in the 
regulations) orders inpatient admission 





in accordance with the CoPs, and 
Medicare pays under Part A for such an 
admission if the order is documented in 
the medical record. The order must be 
supported by objective medical 
information for purposes of the Part A 
payment determinations. Thus, the 
physician order must be present in the 
medical record and be supported by the 
physician admission and progress notes 
in order for the hospital to be paid for 


hospital inpatient services. 

As further noted in the FY 2014 IPPS/ 
LTCH PPS final rule (78 FR 50938 
through 50954), we believe the 
additional certification requirements 
now specified under § 424.13(a)(2), 
(a)(3), and (a)(4) (that is, the reason for 
hospitalization, the estimated time the 
patient will need to remain in the 
hospital, and the plan of posthospital 
care, if applicable) generally can be 
satisfied by elements routinely found in 
a patient’s medical record, such as 


progress notes. 
However, as we look to achieve our 


policy goals with the minimum 
administrative requirements necessary, 
and after considering previous public 
comments and our experience with our 
existing regulations, we believe that, in 
the majority of cases, the additional 
benefits (for example, as a program 
safeguard) of formally requiring a 
physician certification may not 
outweigh the associated administrative 
requirements placed on hospitals. 
Because we continue to believe that an 
inpatient admission order is necessary 
for all inpatient admissions, we 
proposed in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41057) to require 
such orders as a condition of payment 
based upon our general rulemaking 
authority under section 1871 of the Act 
rather than as an element of the 
physician certification under section 
1814(a)(3) of the Act. Section 1871 of 
the Act authorizes the Secretary to 
“prescribe such regulations as may be 
necessary to carry out the 
administration of the insurance 
programs under [Title XVIII].”’ A clear 
regulatory definition of when and how 
a beneficiary becomes an inpatient is 
necessary to carry out the 
administration of Medicare Part A. 
Section 1861(b) of the Act defines 
‘inpatient hospital services” as certain 
items and services furnished to ‘‘an 
inpatient of a hospital,”’ but does not 
define “an inpatient of a hospital.” 
Accordingly, § 412.3 provides the 
necessary definition for purposes of 
Medicare Part A payment by clarifying 
when “‘‘an individual is considered an 
inpatient of a hospital, including a 
critical access hospital.” We proposed 
to remove paragraph (c) from § 412.3. As 
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we proposed to rely on a different 
statutory authority for such regulation, 
we proposed that an admission order 
would no longer be a required 
component of physician certification of 
medical necessity. 

As to the physician certification 
requirement, we maintain that our prior 
longstanding policy was based upon a 
permissible interpretation of section 
1814(a)(3) of the Act pursuant to that 
provision’s express delegation of 
authority to the agency to determine the 
circumstances under which such 
certification should be required. 
Nonetheless, after consideration of 
public feedback, our experience under 
the then-existing regulations, and our 
policy goals, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41057), we 
proposed to change our interpretation of 
section 1814(a)(3) of the Act to require 
a physician certification only for long- 
stay cases and outlier cases. 

As noted above, we believe that, in 
most cases, the admission order, 
medical record, and progress notes will 
contain sufficient information to 
support the medical necessity of an 
inpatient admission without a separate 
requirement of an additional, formal, 
physician certification. However, we 
believe that evidence of additional 
review and documentation by a treating 
physician beyond the admission order is 
necessary to substantiate the continued 
medical necessity of long or costly 
inpatient stays. While granting the 
Secretary broad discretion to determine 
the circumstances under which a 
physician certification should be 
required, the statute specifies that the 
certification by a physician with respect 
to inpatient hospital services (other than 
inpatient psychiatric hospital services) 
“shall be furnished no later than the 
20th day”’ of the stay. Because the 
statute specifically requires that 
certification must occur no later than 
the 20th day, we believe that, at a 
minimum, Congress intended that 
physicians should conduct a more 
thorough review of such cases to help 
ensure that all requirements of medical 
necessity continue to be met. We also 
note the regulations at § 424.13(f)(2) 
specify our longstanding requirement 
that the physician certification for cost 
outlier cases occur no later than 20 days 
into the hospital stay, and we did not 
propose to change the requirements for 
these cases. Therefore, we believe that, 
for nonoutlier cases, 20 days is also an 
appropriate minimum threshold for the 
physician certification, and we 
proposed to define long-stay cases as 
cases with stays of 20 days or longer. 

Specifically, in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41057), we 


proposed to revise paragraph (a) of 

§ 424.13 to specify that Medicare Part A 
pays for inpatient hospital services 
(other than inpatient psychiatric facility 
services) for cases that are 20 inpatient 
days or more, or are outlier cases under 
subpart F of Part 412 of this chapter, 
only if a physician certifies or recertifies 
the following: 

(1) The reasons for either— 

(i) Continued hospitalization of the 
patient for medical treatment or 
medically required diagnostic study; or 
(We note that, in setting out the 
corresponding regulation text for this 
provision in the proposed rule (79 FR 
41083), we inadvertently omitted the 
word “Continued” at the beginning of 
this paragraph (a)(1)(i). We are making 
a conforming correction in this final 
rule with comment period. We do not 
believe that this conforming correction 
results in any substantive change in 
policy.) 

(ii) Special or unusual services for 
cost outlier cases (under the prospective 
payment system set forth in subpart F of 
Part 412 of this chapter). 

(2) The estimated time the patient will 
need to remain in the hospital. 

(3) The plans for posthospital care, if 
appropriate. 

We also proposed to revise paragraph 
(b) of § 424.13 to specify that 
certifications for long-stay cases must be 
furnished no later than 20 days into the 
hospital ane 

Because the care furnished in 
inpatient psychiatric facilities is often 
purely custodial and therefore not 
covered under Medicare and because 
the primary purpose of the certification 
of these cases is to help ensure that 
Medicare pays only for services of the 
type appropriate for Medicare coverage, 
we did not propose changes to the 
certification requirements for inpatient 
psychiatric hospital services. 

As discussed more fully in the FY 
2014 IPPS/LTCH PPS final rule (78 FR 
50942 through 50943), there also are 
inherent differences in the operation of 
and beneficiary admission to IRFs. 
Therefore, we also did not propose any 
changes to the admission requirements 
for IRFs. 

We invited public comment on these 
proposals. Summaries of the public 
comments we received and our 
responses to those public comments are 
set forth below. 

Comment: Most commenters were 
supportive of the proposal to eliminate 
physician certification requirements for 
the majority of inpatient cases (other 
than long stay and cost outlier cases). 
Many commenters stated that the 
proposal would improve efficiency and 
would reduce the overall administrative 


burden on hospitals. Several 
commenters stated that the proposal 
would resolve ongoing issues within 
hospitals wherein certain practitioners 
routinely and appropriately admit 
patients, but are unable to complete the 
certification requirement because they 
do not meet the statutory definition of 
a physician. The commenters indicated 
that, because these cases rarely exceed 
20 days, and do not typically exceed 
outlier thresholds, these practitioners 
would not be required to seek approval 
from a physician to complete a 
physician certification statement. 

Response: We thank the commenters 
for their support of our proposal to 
apply certification requirements at 
§ 424.13 only to long-stay and outlier 
cases. We agree that our proposal would 
reduce administrative burden in 
general, and in particular would reduce 
the administrative burden associated 
with the majority of cases involving an 
admission order issued by a practitioner 
qualified to issue the order but who did 
not meet the statutory definition of a 
physician and therefore could not 
certify the case. 

Comment: Several commenters, while 
appreciative of the proposal to limit 
physician certification requirements, 
continued to disagree that CMS has the 
statutory authority to require signed 
admission orders for all inpatient cases. 
The commenters contended that CMS 
cannot use its general rulemaking 
authority under section 1871 of the Act 
to require a signed physician order for 
every inpatient admission. These 
commenters argued that that the 
continued requirement for admission 
orders is essentially the same as the 
certification requirement and stated that 
section 1814(a)(2) of the Act is explicit 
in requiring physician certification only 
for services ‘‘furnished over a period of 
time” and not for all services. 

Response: We disagree with these 
commenters. While the inpatient 
admission order was a required 
component of the physician certification 
under our previous policy, the order 
and the physician certification do not 
serve identical policy goals under our 
proposal, which we are now finalizing. 
For all cases, a properly authorized and 
documented admission order is 
necessary because the admission order 
is integral to a clear regulatory 
definition of when and how a 
beneficiary becomes an inpatient. Such 
a definition is necessary to carry out the 
administration of Medicare Part A 
because, as noted previously, section 
1861(b) of the Act defines “inpatient 
hospital services” as certain items and 
services furnished to “an inpatient of a 
hospital,’’ but does not define ‘“‘an 
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inpatient of a hospital.’’ Accordingly, 
for all cases, our admission order 
requirements at § 412.3 provide the 
necessary definition for purposes of 
Medicare Part A payment by clarifying 
when ‘‘an individual is considered an 
inpatient of a hospital, including a 
critical access hospital.’ The 
development of admission order 
requirements is a necessary and 
appropriate use of our general 
rulemaking authority under section 
1871 of the Act. 

In most cases, the admission order, 
along with the medical record and 
progress notes, may also provide 
sufficient information to support the 
medical necessity of an inpatient 
admission without the separate 
requirement of an additional, formal, 
physician certification. However, for 
long or very costly inpatient stays, we 
believe that additional review and 
documentation by a treating physician 
are necessary to help substantiate the 
continued medical necessity of such 
stays, and a physician certification 
provides evidence of such additional 
review. The fact that we have 
determined, in the majority of cases, 
that the additional benefits (for 
example, as a program safeguard) of 
formally requiring a physician 
certification do not outweigh the 
associated administrative requirements 
placed on hospitals in no way changes 
the necessity and appropriateness of 
requiring a signed admission order for 
all cases. 

Comment: Some commenters 
requested that CMS require the 
admission order to be signed by the time 
of billing, not before discharge, as is 
permitted for CAH certification 
requirements. The commenters cited the 
administrative burden and logistical 
challenges involved with CMS’ 
requirements. 

Response: We believe that, in most 
cases, matters relating to the 
determination of patient status should 
be resolved before discharge, due to the 
consequences that flow from such a 
determination. For example, whether 
services are billed under Medicare Part 
A or Part B can have a significant 
impact on a beneficiary’s financial 
liability. Therefore, we do not believe it 
is appropriate to change our existing 
policy which requires that inpatient 
orders be signed prior to discharge by a 
practitioner familiar with the case and 
authorized by the hospital to admit 
inpatients. 

In the FY 2015 IPPS/LTCH PPS final 
rule (79 FR 50163 through 50165), we 
did finalize a provision to allow CAHs 
to complete certification requirements 
(including completion of the admission 





order) no later than 1 day before the 
date on which the claim for payment is 
submitted as they had been allowed to 
do prior to FY 2014. However, this 
policy exists in part to provide CAHs 
with greater flexibility in meeting 
certification requirements unique to 
CAHs. For example, CAHs face a 
statutory requirement that a physician 
certify that a patient will be expected to 
be transferred or discharged within 96 
hours of admission. We do not believe 
it would be appropriate to apply this 
historical CAH policy more broadly to 
hospitals that do not face the same 
circumstances as CAHs. 

Comment: Several commenters 
requested that CMS provide additional 
guidance regarding the required content 
and format of the physician certification 
statement. Some commenters asked that 
CMS confirm that the policy requiring 
physician certification only for long-stay 
and outlier cases did not otherwise alter 
the inpatient hospital admission 
guidelines discussed in the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50944 
through 50953). Others commenters 
requested general guidance and 
clarification regarding CMS policies in 
this area. 

Response: As discussed previously in 
the section, the physician certification 
requirements at § 424.13 generally may 
be satisfied by elements routinely found 
in a patient’s medical record, such as 
progress notes. CMS does not require 
that a physician certification comply 
with a specific standard or format—only 
that it ensures that the conditions at 
§ 424.13(a) were met. If the medical 
record adequately describes the reasons 
for continued hospitalization, the 
estimated time the patient is expected to 
require inpatient care, and discharge 
planning (where appropriate), and the 
medical record is signed by a physician 
involved with and responsible for the 
patient’s care, this would satisfy 
certification requirements. 

Our proposed policy change regarding 
the physician certification requirements 
does not change unrelated requirements 
implemented in the FY 2014 IPPS/ 
LTCH PPS final rule such as the 
requirements related to the 2-midnight 
policy. It also does not alter or remove 
any requirements for hospitals regarding 
admission orders. 

We are committed to continuing to 
work closely with and provide outreach 
to stakeholders regarding inpatient 
admission policies and certification 
requirements. 

Comment: Some commenters 
requested that CMS provide guidance 
on how MACs will review cases in the 
interim time period between publication 
of this final rule and the effective date 


of the regulation changes (January 1, 
2015). 

Response: Since the effective date of 
the FY 2014 IPPS/LTCH PPS final rule, 
we have worked closely with the MACs 
to ensure that the 2-midnight policy and 
related certification requirements are 
applied appropriately. As discussed 
previously, we believe that physician 
certification requirements for a high 
percentage of inpatient stays can be 
readily satisfied by elements routinely 
found in the medical record. Hospitals 
need to comply with all existing 
certification requirements until the 
finalized policy changes in this final 
rule with comment period go into effect 
on January 1, 2015. We are committed 
to continue to work with the MACs to 
prioritize medical review cases. 

In summary, after consideration of the 
public comments we received, we 
continue to believe our certification 
proposal satisfies our policy goals while 
reducing the administrative burden on 
hospitals. Therefore, we are finalizing 
the policy as proposed in the CY 2015 
OPPS/ASC proposed rule, which limits 
the requirement for physician 
certification to long-stay (20 days or 
longer) and outlier cases. We are 
finalizing our proposed revisions of 
paragraph (a) of § 424.13, with one 
minor modification. We are adding the 
word ‘‘Continued” at the beginning of 
paragraph (a)(1)(i), which we 
inadvertently omitted when we set out 
the regulation text in the proposed rule. 
We note that the preamble discussion in 
the proposed rule included this word 
(79 FR 41057), as discussed earlier. We 
also are finalizing our proposed revision 
of paragraph (b) of § 424.13, without 
modification, to specify that 
certifications for long-stay cases must be 
furnished no later than 20 days into the 
hospital stay. 


XVII. CMS-Identified Overpayments 
Associated With Payment Data 
Submitted by Medicare Advantage 
(MA) Organizations and Medicare Part 
D Sponsors (§§ 422.330 and 423.352) 


A. Background 


Medicare Part C and Part D payments 
to Medicare Advantage (MA) 
organizations and Part D sponsors are 
determined, in part, using data 
submitted to CMS by the MA 
organizations and Part D sponsors. 
These ‘payment data” include 
diagnosis data that are used by CMS to 
risk adjust Part C and Part D payments, 
Prescription Drug Event (PDE) data that 
are used by CMS to cost reconcile 
various Part D subsidies, as well as 
other types of data discussed below. MA 
organizations and Part D sponsors are 
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obliged to submit accurate, complete, 
and truthful payment-related data, as 
described in regulations at 42 CFR 
422.504(1) and 423.505(k). Through our 
review and oversight of payment data 
submitted by MA organizations and Part 
D sponsors, CMS identifies situations 
where MA organizations and/or Part D 
sponsors have submitted payment data 
to CMS that should not have been 
submitted either because the data 
submitted are inaccurate or because the 
data are inconsistent with Part C and 
Part D requirements. (Throughout this 
section, we refer to these data 
submissions as “erroneous payment 
data.’’) If an MA organization or Part D 
sponsor submits erroneous payment 
data to CMS, the MA organization or 
Part D sponsor can address errors by 
submitting corrected data to CMS 
payment systems. Our approach thus far 
to these types of situations has been to 
request that MA organizations and Part 
D sponsors make these data corrections 
voluntarily. 

However, in instances where the MA 
organization or Part D sponsor fails to 
make the requested data correction, the 
payment amount for the plan, calculated 
using that erroneous payment data, may 
also be incorrect. As a result, we have 
concluded that CMS needs to establish 
a formal process that allows us to 
recoup overpayments that result from 
the submission of erroneous payment 
data by an MA organization or Part D 
sponsor in the limited circumstances 
when the organization fails to correct 
those data. We emphasize that, in our 
experience, the circumstance where an 
MA organization or Part D sponsor fails 
to correct identified erroneous payment 
data arises very infrequently. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41058 through 41063), we 
proposed a new process that is not 
intended to replace established recovery 
and appeals processes such as the Risk 
Adjustment Data Validation (RADV) 
audit dispute and appeal process 
described at 42 CFR 422.311 or the Part 
D payment appeals process described at 
42 CFR 423.350. We stated that this 
proposed process would not constitute 
a change to the existing Part C or Part 
D payment methodologies. Rather, we 
merely proposed to adopt a procedural 
mechanism for recouping overpayments 
that CMS will use in those limited 
circumstances when an MA 
organization or Part D sponsor fails to 
correct erroneous payment data after 
notice and request from CMS to do so. 
The established recovery and appeals 
processes do not support this scenario. 
Section 1856(b) of the Act establishes 
authority for CMS to add standards for 
Part C and MA organizations. Section 


1853 of the Act for Part C and sections 
1860D-14 and 1860D-15 of the Act for 
Part D establish the methodology for 
computing payments to MA 
organizations and Part D sponsors, 
respectively. We believe that inherent in 
the methodology under which we 
calculate payments to MA organizations 
and Part D sponsors is the authority for 
CMS to establish a process for 
identifying and recouping overpayments 
in order to ensure that payments are 
made consistent with the payment 
framework established in the statute. 
Therefore, we proposed to implement 
such a process through changes to our 
regulations. 


1. Medicare Part C Payment Background 


For Medicare Part C, CMS makes 
prospective monthly payments to MA 
organizations for each enrollee in the 
plan. CMS’ monthly Part C payment for 
each MA plan enrollee consists of two 
components: the capitated payment for 
each enrollee (calculated as the plan- 
specific county payment rate multiplied 
by the enrollee risk score), plus the plan 
rebate amount (if any). The plan-specific 
county rates and the plan rebate amount 
are based on the bid approved by CMS 
and are set in advance for a payment 
year. In addition, payment rates may be 
adjusted for enrollees with end-stage 
renal disease, enrollees in Medical 
Savings Account MA plans, and 
enrollees in religious fraternal benefit 
society MA plans under § 422.304. 
Prospective payments are made during 
the year, subject to a reconciliation after 
the end of the year. 

CMS adjusts the plan-specific county 
payment rate for each enrollee based on 
an enrollee risk score. Enrollee risk 
scores are determined using the CMS- 
Hierarchical Condition Category (CMS— 
HCC) risk adjustment model in effect for 
the payment year, plan-submitted 
diagnoses for the data collection year, 
and other data that CMS determines to 
be appropriate to perform risk 
adjustment. The CMS—HCC model is 
prospective in that it uses diagnosis 
information from a base year (data 
collection year) to adjust payments for 
the next year (payment year or coverage 
year). For example, the risk adjustment 
model uses diagnosis data from 2013 to 
adjust payments to MA organizations for 
coverage in 2014. 

To determine the appropriate risk 
score for each beneficiary, CMS uses 
demographic characteristics of 
beneficiaries and diagnostic information 
gathered in the administration of 
Original Medicare and submitted by MA 
organizations. MA organizations are 
currently required to submit an 
occurrence of an HCC model-relevant 


diagnosis only once during the data 
collection year, even though a 
beneficiary may have several service 
dates in a data collection year associated 
with a given diagnosis. The minimum 
data elements currently collected from 
MA organizations under § 422.310 are: 
Health Insurance Claim (HIC) Number; 
provider type (hospital inpatient, 
hospital outpatient, or physician); 
service from date; service through date; 
and ICD-9 codes at the level of 
specificity used by the HCC model. In 
addition, effective January 2012, CMS 
collects more detailed Part C utilization 
and cost data from MA organizations 
(often referred to as encounter data), 
that will be used in setting risk scores. 

CMS allows 13 months after the end 
of a data collection year for MA 
organizations to update the risk 
adjustment data submitted under 
§ 422.310; this period provides MA 
organizations an opportunity to identify 
and correct errors in data they have 
submitted for that data collection year 
(that is, by deleting diagnoses from 
CMS’ systems) and to identify and 
submit additional diagnoses not 
submitted during the data collection 
year. During this 13-month period, CMS 
uses the diagnosis data that MA 
organizations have submitted up to that 
point to calculate interim beneficiary 
risk scores for adjusting prospective 
payments made during the payment 
year. The end of this 13-month period 
is called the final risk adjustment data 
submission deadline 
(§ 422.310(g)(2)(ii)). 

For each payment year, we apply 
three sets of risk scores to adjust 
payments: initial and midyear risk 
scores during the payment year (both 
sets are based on incomplete diagnosis 
data from the data collection year) and 
final risk scores after the payment year 
using data MA organizations submitted 
as of the final deadline for risk 
adjustment data (which reflect complete 
data for the data collection year). During 
the year, CMS makes monthly 
prospective payments to MA 
organizations based on enrollment 
information and using interim risk 
scores calculated based on the data 
available before the final risk 
adjustment data submission deadline. 
CMS calculates the preliminary risk 
scores before the first payment is made 
(that is, for January of the payment year) 
and again in the middle of the payment 
year; an interim reconciliation is made 
so that the prospective payments to MA 
organizations are based on the most 
recent risk score available for each 
enrollee. 

After the final risk adjustment data 
submission deadline, CMS conducts a 
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reconciliation, in which the prospective 
Part C payments made during the 
coverage year based on interim risk 
scores are compared to Part C payments 
recalculated using final risk scores and 
the latest enrollment data. While 
changes in enrollment data are updated 
every month by CMS’ systems during 
the payment year (for example, 
disenrollments from MA organizations 
and dates of death from the Social 
Security Administration (SSA)), risk 
adjustment data are not finalized until 
the final risk adjustment data 
submission deadline. 

We note that after the deadline for 
submission of final risk adjustment data, 
MA organizations are allowed to submit 
corrected diagnosis data to correct 
overpayments they received from CMS. 
However, after this deadline, MA 
organizations are not allowed to submit 
diagnosis codes for additional payment, 
as specified in § 422.310(g)(2)(ii); this 
provision was recently adopted in the 
final rule entitled ‘‘Medicare Program; 
Contract Year 2015 Policy and 
Technical Changes to the Medicare 
Advantage and the Medicare 
Prescription Drug Benefit Programs” (79 
FR 29843). When such corrections are 
submitted, CMS conducts another 
reconciliation to correct the payments 
made to the MA organization using the 
established payment adjustment 
process. In addition, under § 422.311, 
CMS conducts Risk Adjustment Data 
Validation (RADV) audits of the risk 
adjustment data submitted by MA 
organizations pursuant to § 422.310. 
Such RADV audits are conducted at the 
MA organization contract level and are 
designed to calculate a contract—level 
error rate and payment adjustment 
amount for a specific payment year 
under audit. 


2. Medicare Part D Payment Background 


For Medicare Part D, the Medicare 
Prescription Drug Benefit, Improvement, 
and Modernization Act (MMA), which 
amended the Act by adding Part D 
under Title 18, provides four payment 
mechanisms: direct subsidy (codified at 
§ 423.329(a)); reinsurance subsidy 
(codified at § 423.329(c)); low-income 
subsidy (codified at §§ 423.780 and 
423.782); and risk sharing (codified at 
§ 423.336(b)). As a condition of 
payment, section 1860D-—15(d)(2)(A) of 
the Act requires that Part D sponsors 
submit data and information necessary 
for CMS to carry out those payment 
provisions. Part D sponsors submit PDE 
data, direct and indirect remuneration 
(DIR) data and risk adjustment data to 
CMS for payment purposes. 

Throughout the coverage year, CMS 
makes prospective payments to Part D 


sponsors that cover three subsidies: the 
direct subsidy; the low-income cost- 
sharing subsidy; and the reinsurance 
subsidy. The payment amounts are 
based on information in the approved 
basic bid and on data received by CMS 
that are used to update payments 
throughout the year. Following the end 
of the coverage year, the prospective 
payments are reconciled against the 
actual costs of the Part D sponsor. 
Reconciliation of the low-income cost- 
sharing subsidy and reinsurance and the 
calculation of risk sharing are based on 
PDE and DIR data submitted by the Part 
D sponsor, as well as data captured from 
other CMS systems. CMS instructs Part 
D sponsors that they should continually 
monitor their submitted data throughout 
the year in order to ensure that the 
reconciliation and final payment 
determinations are accurate. 


The final Part D payment 
determination may be reopened and 
revised at CMS discretion under 
§ 423.346. In our final rule, ‘‘Medicare 
Program; Medicare Prescription Drug 
Benefit” published in the Federal 
Register on January 28, 2005 (70 FR 
4194), we stated that including the 
Medicare Part D reopening provision at 
§ 423.346 would “ensure that the 
discovery of any overpayment or 
underpayments could be rectified” (70 
FR 4316). However, this is only possible 
to the extent that the data submitted by 
Part D sponsors are accurate. 
Accordingly, prior to making a payment 
determination for a coverage year, either 
through a reconciliation described at 
§ 423.343 or a reopening described at 
§ 423.346, CMS periodically makes 
requests that Part D sponsors correct 
payment data that do not comply with 
program requirements (that is, what we 
have defined as ‘‘erroneous payment 
data’’). These may be general requests to 
all Part D sponsors to look for a type of 
payment issue (see for example, the 
Health Plan Management System 
(HPMS) memorandum, “Correcting 
Missing, Invalid, and Inactive Prescriber 
Identifiers on 2012 Prescription Drug 
Event (PDE) Records,’’ dated February 4, 
2013.) or targeted requests to specific 
Part D sponsors known to have 
particular payment issues (as was done 
in the ‘‘Prescriber NPI Project” 
announced in the HPMS memorandum, 
‘Announcement of Prescriber NPI 
Project and Web site Release,”’ dated 
December 4, 2012). If a Part D sponsor 
fails to correct its payment data, the 
erroneous payment data remain in the 
payment system, rendering the 
reopening provision ineffective for 
rectifying overpayments as it was 
intended. 


B. Provisions of the Proposed Rule and 
Final Policies 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41058 through 41063), we 
proposed to establish regulations at 42 
CFR 422.330, relating to MA 
organizations, and at 42 CFR 423.352, 
relating to Part D sponsors, that would 
specify the procedural mechanism for 
CMS to recoup overpayments associated 
with data errors identified by CMS in 
payment data submitted by MA 
organizations and Part D sponsors. We 
also proposed to create a process 
whereby an MA organization or Part D 
sponsor can appeal the finding that 
payment data are erroneous. 

We noted that our proposed policy is 
intended to establish a process to 
address data errors and payment 
adjustments that are not addressed by 
existing processes such as the RADV 
audit and appeal process or 
overpayments identified by the MA 
organization or Part D sponsor, which 
are subject to separate procedures. If an 
MA organization or a Part D sponsor 
self-identifies an overpayment, that 
overpayment must be reported and 
returned to CMS in accordance with 
section 1128](d) of the Act, which was 
added by section 6402 of the Affordable 
Care Act. Regulations implementing 
section 1128J(d) have recently been 
adopted at §§ 422.326 and 423.360 in 
the final rule entitled “Medicare 
Program; Contract Year 2015 Policy and 
Technical Changes to the Medicare 
Advantage and the Medicare 
Prescription Drug Benefit Programs”’ (79 
FR 29843). 

Comment: Several commenters 
supported the establishment of a formal 
overpayment collection and appeals 
process. 

Response: We appreciate the 
commenters’ support. 

Comment: Several commenters 
expressed concern about including Part 
C and Part D proposed provisions in the 
OPPS/ASC proposed rule. The 
commenters stated that these proposed 
provisions are unrelated to the OPPS 
and ASC payment systems. 

Response: The Secretary generally has 
discretion to schedule and group topics 
for rulemaking, meaning any proposed 
and final rule published in the Federal 
Register, as long as proper public notice 
is given that includes an explanation of 
the proposed policies, the rationale and 
basis for the proposal, and the public is 
given an opportunity to comment. 

Comment: A few commenters 
requested that CMS make clear that the 
proposal regarding CMS-identified 
overpayments has no relationship to 
other CMS overpayment regulations, 


67002 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 








specifically the overpayment regulations 
that were promulgated to implement the 
requirements of section 6402 of the 
Affordable Care Act, codified at section 
1128J(d) of the Act (79 FR 29847). 
Commenters expressed concern that, 
given the connection between plan- 
identified overpayments and the False 
Claims Act, there is a potential for 
confusion and significant unintended 
consequences. 

Response: In the preamble to the CY 
2015 OPPS/ASC proposed rule, we 
expressly limited the scope of our 
proposal to establishing a process to 
address data errors and payment 
adjustments that are not addressed by 
existing processes. We stated that 
overpayments identified by an MA 
organization or a Part D sponsor are 
subject to separate procedures and that 
if an MA organization or a Part D 
sponsor self-identifies an overpayment, 
the overpayment must be reported and 
returned to CMS in accordance with 
§§ 422.326 and 423.360 of the 
regulations. We are further clarifying 
here that the CMS-identified 
overpayment process that is being 
finalized is separate and distinct from 
the overpayment rule that implemented 
the Affordable Care Act requirements 
regarding plan-identified overpayments 
codified at section 1128](d) of the Act. 

Comment: A few commenters 
provided comments on and questioned 
the provisions of §§ 422.326 and 
423.360 which relate to reporting and 
returning of overpayments identified by 
MA organizations and Part D sponsors, 
respectively. 

Response: We consider these public 
comments to be out of the scope of the 
provisions of the proposed rule. The 
proposed rule was limited to the issue 
of CMS-identified overpayments arising 
from the submission of erroneous 
payment data. Therefore, we are not 
addressing these comments in this final 
rule. 

Comment: A few commenters stated 
that it is essential that CMS has overall 
control over the CMS-identified 
overpayment process to ensure proper 
identification and monitoring of 
overpayments. The commenters stated 
that this control is necessary to ensure 
that requests from separate CMS 
components or the Department’s Office 
of the Inspector General (OIG) for 
payment data changes are consistent 
with CMS-issued payment regulations 
and guidance. The commenters 
recommended that CMS provide 
adequate resources to the appropriate 
staff components in order to effectively 
coordinate and manage this process. 

Response: In the CY 2015 OPPS/ASC 
proposed rule, we stated that we may 


identify payment data that need to be 
corrected through a variety of different 
mechanisms, including, but not limited 
to, CMS analyses of payment data, 
audits, and/or communications with the 
MA organization or Medicare Part D 
sponsor. Regardless of how a potential 
overpayment is identified, CMS will 
conduct an independent evaluation of 
the erroneous data finding, before 
issuing a data correction notice to an 
MA organization or Part D sponsor. 
Although CMS may utilize OIG reports 
or other information to help to identify 
erroneous payment data, it is CMS, not 
the OIG, which will issue the request to 
correct payment data. Likewise, other 
separate CMS components may identify 
erroneous payment data, but it is the 
Medicare Part C and Part D payment 
components at CMS that will determine 
if that erroneous payment data could 
result in an overpayment and whether 
or not the CMS-identified overpayment 
process will be used to correct the 
overpayment. In addition, requests to 
correct payment data will only be issued 
after CMS has thoroughly reviewed the 
source or the mechanism that identified 
the payment data and has concurred 
with the findings that the payment data 
were erroneous. 

We appreciate and agree with the 
commenters’ suggestion that the CMS 
administration should provide adequate 
resources to the payment staff in order 
to effectively coordinate and manage 
this process. 

Comment: One commenter asked 
CMS to clarify whether this regulation 
would be used as a means to collect any 
alleged improper payments identified 
through the Recovery Audit Contractors 
(RAC) process. 

Response: As we indicated in the 
preamble of the proposed rule, this 
process is not intended to replace 
established recovery and appeals 
processes. We do not anticipate using 
this process to collect any overpayments 
identified through the RAC process at 
this time. 

Comment: Several commenters 
expressed concern that the proposed 
rule does not address underpayments 
identified by CMS or the health plan. A 
few commenters suggested that CMS 
add language to the regulation to 
explain how health plans recover 
underpayments that they or CMS have 
identified. One commenter suggested 
that CMS offset identified 
underpayments against overpayments 
before recouping any overpayments. 

Response: The purpose of the 
proposed provisions is to recover 
overpayments identified by CMS and 
return them to the Medicare Trust 
Funds. The offset calculation used to 


determine the overpayments will follow 
the Medicare Part C and Part D payment 
rules, and, as a result, the offset 
calculation may capture some 
underpayments. The extent to which 
underpayments will be recognized in 
the offset calculation to net out an 
overpayment will be limited and will 
vary depending on the circumstance 
surrounding the overpayment. The 
purpose of the provisions is not to 
provide the opportunity for MA 
organizations and Part D sponsors to 
secure additional payment by 
submitting additional data after the data 
submission deadlines. As noted in the 
preamble of the proposed rule, MA 
organizations and Part D sponsors have 
a period of time after the end of the data 
collection and coverage years, 
respectively, to update and supplement 
the payment data submitted throughout 
the year. In Part C, that period is 13 
months, and in the Part D context, it is 
approximately 6 months. We believe 
that these periods are adequate for MA 
organizations and Part D sponsors to 
ensure that they have submitted the data 
necessary to substantiate their 
payments. 

Comment: One commenter expressed 
concern that MA organizations’ or Part 
D sponsors’ benefit filings, current 
business dealings, and statutory rights 
and obligations may be affected if the 
plan’s financial information is rendered 
uncertain due to an overpayment 
recovery by CMS. 

Response: While we understand the 
commenter’s concern that the 
possibility of returning overpayments 
may introduce some financial 
uncertainty for MA organizations and 
Part D sponsors, CMS has an obligation 
to ensure that payments to MA 
organizations and Part D sponsors are 
made consistent with the applicable 
program requirements. Thus, we believe 
that CMS has the authority to recover, 
and MA organizations and Part D 
sponsors have an obligation to return, 
identified overpayments. 

Comment: A few commenters stated 
that overpayment recoupments from 
Part D sponsors may negatively impact 
beneficiaries. Commenters urged CMS 
to ensure that any adjustments made to 
recoup CMS overpayments from Part D 
sponsors continue to be appropriate to 
ensure that beneficiaries are not 
financially negatively impacted. 

Response: We understand the 
commenters’ concerns that overpayment 
recoupments not negatively affect 
beneficiaries. However, CMS has 
previously issued regulations that 
address this issue. Section 423.466(a) of 
the regulations states that whenever a 
Part D sponsor receives information that 
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necessitates a retroactive claims 
adjustment, the Part D sponsor must 
process the adjustment and issue 
refunds or recovery notices within 45 
days of the Part D sponsor’s receipt of 
complete information regarding the 
claims adjustment. In addition, 

§ 423.466(b) states that Medicare Part D 
sponsors must coordinate benefits with 
State Pharmaceutical Assistance 
Programs (SPAPs), other entities 
providing prescription drug coverage, 
beneficiaries, and other third party 
entities paying on the beneficiaries’ 
behalf for a period not to exceed 3 years 
from the date on which the prescription 
for a covered Part D drug was filled. 

Comment: A few commenters 
expressed concern about the burden 
imposed on providers. Commenters 
stated that the overpayment recovery 
process might cause financial 
consequences or penalties for 
physicians. Commenters expressed 
concern over the burden of related 
documentation requests. One 
commenter urged CMS to ensure that 
any associated provider record requests 
are limited to the specific instance of 
erroneous data under dispute. The 
commenter suggested that the plan 
requesting medical records be required 
to provide documentation on the scope 
of the erroneous data dispute identified 
by CMS and to limit the data request to 
the specific data issue identified. 

Response: These commenters appear 
to be focused on Part C and risk 
adjustment data. We recognize the 
commenters’ concerns that recoupment 
of overpayments may entail negative 
financial consequences for physicians. 
However, it is CMS’ responsibility to 
make payments to MA organizations 
and Part D sponsors that are consistent 
with the applicable statutes and 
regulations; this includes the authority 
to recover overpayments and return 
them to the Medicare Trust Funds. In 
addition, CMS is not allowed to 
interfere with the financial 
arrangements between MA 
organizations and their providers. 
Therefore, CMS is limited in how we 
can respond to the commenters’ 
concern. While we recognize there may 
be some burden relating to the request 
for documentation, it is important for 
the integrity of the payment process that 
overpayments are properly identified 
and documented. 

Comment: One commenter suggested 
that any Medical Loss Ratio (MLR) 
remittances paid by the plan to CMS 
should be considered when computing 
the overpayment recovery amount. For 
example, if a plan had an MLR below 
the statutory minimum and paid an 
MLR remittance to CMS, and then, at a 





later date, it was determined that the 
plan was overpaid for that year, the 
remittance would reduce the 
overpayment recovery amount. 

Response: From a conceptual 
perspective, we believe that the impact 
or relationship between an MLR 
remittance and the overpayment offset 
amount is an issue about the payment 
calculation methodology and MLR 
administration, rather than a procedural 
issue. This regulation narrowly specifies 
a procedural mechanism for, first, 
recovering overpayments from MA 
organizations and Part D sponsors and, 
second, providing an appeals process 
related to the accuracy and correctness 
of the payment data underlying the 
offset. Therefore, we believe that these 
comments relating to MLR remittances 
are out of the scope of the provisions of 
the proposed rule. 

Comment: One commenter expressed 
concern that there might be a large 
number of complications in situations 
where a contract has been terminated, or 
where there have been mergers or 
acquisitions involving the sponsor, or 
where other significant plan changes 
have occurred. The commenter 
requested guidance from CMS on the 
process in these situations. The 
commenter also asked that CMS be 
flexible in these scenarios. 

Response: We hold entities 
contracting with CMS responsible for 
returning overpayments, regardless of 
their merger and acquisition history. 

After consideration of the public 
comments we received, we are 
finalizing the proposal to establish a 
process for recovering CMS-identified 
overpayments associated with erroneous 
payment data submitted by MA 
organizations and Part D sponsors. 


1. Definitions of “Payment Data’ and 
“Applicable Reconciliation Date” 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41060), we proposed to 
define “payment data” to mean data 
controlled and submitted to CMS by an 
MA organization or a Part D sponsor 
that is used for payment purposes 
(proposed §§ 422.330(a) and 423.352(a)). 
The MA organization or Part D sponsor 
is responsible for the accuracy of such 
data. MA organizations and Part D 
sponsors are currently required to attest 
to the accuracy, completeness, and 
truthfulness of such data under 
§ 422.504(1) and § 423.505(k), 
respectively. For Medicare Part C, the 
data submitted by the MA organization 
to CMS include, for example, 
enrollment data and risk adjustment 
data specified at § 422.310. For 
Medicare Part D, data submitted by the 
Part D sponsor to CMS include 





enrollment data and data submitted 
under § 423.329(b)(3) (risk adjustment 
data), § 423.336(c)(1) (cost data), 

§ 423.343 (data for retroactive 
adjustments and reconciliations), and 
data provided for purposes of 
supporting allowable reinsurance costs 
and allowable risk corridor costs as 
defined in § 423.308, which include 
data submitted to CMS regarding direct 
or indirect remuneration (DIR). 

There are additional payment-related 
data that CMS uses to calculate Part C 
and Part D payments that are submitted 
directly to CMS by other entities, such 
as SSA. These entities are the 
authoritative source for data that they 
submit to CMS, and MA organizations 
and Part D sponsors are not the official 
source for data submitted by these other 
entities. For example, the SSA is the 
authoritative source for date of death of 
Medicare beneficiaries. An MA 
organization or a Part D sponsor 
generally does not submit a 
beneficiary's date of death directly to 
CMS’ systems; such data come from the 
SSA data feed. When the SSA submits 
corrected data regarding a beneficiary’s 
date of death to CMS, CMS’ systems 
recalculate the payments made to the 
plan for that beneficiary and correct any 
incorrect payment through a routine 
retroactive payment adjustment process. 
Therefore, we proposed to define 
‘payment data” as only data that the 
MA organization or Part D sponsor 
controls and submits to CMS for 
payment purposes. 

For MA organizations under Part C, in 
the CY 2015 OPPS/ASC proposed rule 
(79 FR 41060), we proposed that the 
“applicable reconciliation date’’ occurs 
on the date of the annual final risk 
adjustment data submission deadline set 
under § 422.310(g)(2)(ii). While changes 
in enrollment data are updated every 
month by CMS’ systems during the 
payment year (for example, 
disenrollments from MA organizations 
and dates of death from the SSA), risk 
adjustment data are not finalized until 
the final risk adjustment data 
submission deadline. Prior to that 
deadline, CMS allows the MA 
organization to continue submitting 
corrected and new diagnosis data. 
However, once the final risk adjustment 
data submission deadline has passed, 
CMS uses this final diagnosis data to 
calculate the final risk scores for the 
payment year. CMS then uses those 
final risk scores for payment 
reconciliation. By proposing that the 
applicable reconciliation date occurs on 
the risk adjustment data submission 
deadline, we intend to signal that the 
normal payment process for the year has 
been concluded. 
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For Part D sponsors, in the CY 2015 
OPPS/ASC proposed rule (79 FR 41060), 
we proposed that the ‘“‘applicable 
reconciliation date”’ is the later of either: 
the annual deadline for submitting PDE 
data for the annual Part D payment 
reconciliations referenced in 
§ 423.343(c) and (d); or the annual 
deadline for submitting DIR data. The 
annual deadline for submitting PDE data 
is the last Federal business day prior to 
June 30 of the year following the 
coverage year being reconciled. The 
annual deadline for submitting DIR data 
is announced annually through 
subregulatory guidance and generally 
occurs around the last business day in 
June of the year following the coverage 
year being reconciled. We selected these 
events to define the Part D applicable 
reconciliation date because data must be 
submitted by these deadlines in order to 
be used for the purposes of the final Part 
D payment reconciliation. 

We noted in the proposed rule that 
the proposed definitions of “applicable 
reconciliation date’ are nearly identical 
to the definitions of ‘‘applicable 
reconciliation” at existing §§ 422.326 
and 423.360. Similarly, the proposed 
definitions of ‘“‘payment data” are nearly 
identical to the definitions of ‘‘funds”’ at 
existing §§ 422.326 and 423.360. 
Although proposed §§ 422.330 and 
423.352 addressed overpayments to MA 
organizations and Part D sponsors that 
have been identified by CMS, whereas 
§§ 422.326 and 423.360 address 
overpayments that are identified by the 
MA organization or Part D sponsor, we 
stated in the proposed rule that we do 
not believe that the issue of which 
entity (CMS or the plan) identified the 
overpayment is relevant to the question 
of when the overpayment occurred or 
what information is at issue. Both the 
regulations regarding overpayments 
identified by MA organizations and Part 
D sponsors finalized earlier this year in 
the final rule entitled ‘‘Medicare 
Program; Contract Year 2015 Policy and 
Technical Changes to the Medicare 
Advantage and the Medicare 
Prescription Drug Benefit Programs’’ 
and the regulations we proposed in the 
CY 2015 OPPS/ASC proposed rule to 
establish offset and appeal procedures 
for CMS-identified overpayments were 
intended to address circumstances in 
which an overpayment has been 
identified; therefore, we believe it 
would be appropriate and avoid 
unnecessary confusion to use similar 
definitions. 

Comment: A few commenters 
requested that CMS clarify the 
definition of ‘payment data.” 
Specifically, commenters stated that the 
definition of “payment data’”’ in the 





proposed rule is supposed to 
correspond to the definition of “funds’”’ 
at §§ 422.326 and 423.360. However, the 
commenters pointed out that, in the 
proposed rule, CMS defined ‘‘payment 
data” as “data controlled and submitted 
by” an MA organization or a Part D 
sponsor. Commenters noted that 
definition of “funds’’ omits the word 
‘‘controlled.’’ Commenters expressed 
concern over the inclusion of the word 
“controlled” in the definition of 
“payment data” because MA 
organizations and Part D sponsors do 
not control all relevant data. 
Commenters requested that CMS revise 
the definition of “payment data” to 
conform to the definition of “funds” at 
§§ 422.326 and 423.360. 

Response: We agree with the 
commenters. Our intent was to align the 
definitions of ‘‘payment data’’ with the 
definition of ‘‘funds’’ at §§ 422.326 and 
423.360 (79 FR 41060). Therefore, we 
are removing the word ‘‘controlled”’ 
from the regulatory definition of 
“payment data” in this final rule. 

Comment: One commenter requested 
that CMS define ‘‘erroneous claims 
data” as used in the proposed rule. 

Response: We did not use the phrase 
“erroneous Claims data” in the preamble 
language or regulation text of the 
proposed rule. In the preamble of the 
proposed rule, we used the phrase 
“erroneous payment data” to mean 
“|. ,payment data. . .that should not 
have been submitted—either because 
the data submitted are inaccurate or 
because the data are inconsistent with 
Part C and Part D requirements” (79 FR 
41058). We are adding the definition of 
“erroneous payment data” to the final 
regulation text at §§ 422.330(a) and 
423.352(a). 

Comment: A few commenters noted 
that, in the preamble of the proposed 
rule, CMS referenced specific provisions 
of §§ 422.504 and 423.505 of the 
regulations and stated that MA 
organizations and Part D sponsors are 
required to certify the accuracy, 
completeness, and truthfulness of their 
payment data. Commenters were 
concerned that CMS did not include the 
phrase “based on best knowledge, 
information, and belief’ that is included 
under §§ 422.504 and 423.505. 
Commenters requested that CMS revise 
the preamble language of the final rule 
to acknowledge the ‘‘best knowledge, 
information, and belief’’ standard 
articulated at §§ 422.504 and 423.505 
and to remove any incorrect references 
suggesting that MA organizations (or 
Part D sponsors) bear unqualified 
responsibility for data accuracy. 

Response: We did not intentionally 
exclude “based on best knowledge, 


information, and belief” from the 
preamble discussion. We acknowledge 
that MA organizations and Part D 
sponsors certify, based on best 
knowledge, information, and belief, the 
accuracy, completeness, and 
truthfulness of all data related to 
payment as stated at §§ 422.504 and 
423.505. After a review of the preamble 
language, we do not believe that 
additional edits are necessary as a result 
of the omission. 

After consideration of the public 
comments we received, we are 
finalizing the proposed regulatory 
definition of ‘“‘payment data,” with a 
modification to remove the reference to 
“controlled,” as described earlier. We 
also are adding a definition of 
“erroneous payment data”’ in the final 
regulation text at §§ 422.330(a) and 
423.352(a). 


2. Request for Corrections of Payment 
Data 

Because MA organizations and Part D 
sponsors are required to submit accurate 
payment data, we have the authority to 
request that erroneous data be corrected 
when errors are discovered. In the CY 
2015 OPPS/ASC proposed rule (79 FR 
41060), we proposed a mechanism for 
recouping overpayments in situations 
where CMS has identified an error in 
payment data, the MA organization or 
Part D sponsor has not corrected that 
erroneous data upon request, and CMS 
determines that, as a result of the 
erroneous payment data, an 
overpayment was made. Under 
proposed §§ 422.330(b) and 423.352(b), 
we proposed that CMS would make the 
request through a data correction notice 
that would contain or make reference to 
the specific payment data identified by 
CMS as erroneous, the reason why CMS 
believes that the payment data are 
erroneous, and the timeframe in which 
the MA organization or Part D sponsor 
must make corrections to the data. This 
proposal was not intended to limit our 
authority to request correction of 
erroneous payment data to only those 
narrow circumstances in which an 
overpayment has already been 
identified. CMS may identify payment 
data that need to be corrected through 
a variety of different mechanisms, 
including, but not limited to, CMS 
analyses of payment data, CMS audits, 
or communications with the MA 
organization or Part D sponsor. 

We understand that, at some point, it 
would no longer be practical for MA 
organizations and Part D sponsors to 
correct payment data for coverage years 
that have long since been reconciled. 
Therefore, consistent with the look-back 
period for overpayments that are 
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identified by the MA organization or 
Part D sponsor found at existing 

§§ 422.326 and 423.360, in the CY 2015 
OPPS/ASC proposed rule (79 FR 41060), 
we proposed that CMS would request 
corrections to erroneous payment data 
only if the erroneous data affects 
payments for one or more of the 6 most 
recently completed payment years. That 
would mean, for example, that after the 
initial reconciliation takes place for Part 
D payments under § 423.343 (that is, the 
determination of the final amount of 
direct subsidy described in 

§ 423.329(a)(1), final reinsurance 
payments described in § 423.329(c), the 
final amount of the low-income subsidy 
described in § 423.329(d), or final risk 
corridor payments as described in 

§ 423.336) for contract year 2015 (which 
would take place in 2016), CMS may 
request corrections to erroneous 
payment data for contract years 2010 
through 2015. We proposed to use the 
same 6-year look-back period as applies 
to plan-identified overpayments under 
existing §§ 422.326 and 423.360 because 
both overpayment policies are intended 
to address circumstances in which an 
overpayment has been identified, and 
we do not believe that the issue of 
which entity (CMS or the plan) 
identified the overpayment is relevant 
to the length of the look-back period. 

We proposed that the timeframes for 
correcting payment data would be the 
same as under our current practice for 
correcting payment data described in 
existing procedural rules and 
subregulatory guidance and would be 
explained in additional procedural rules 
and subregulatory guidance, as 
necessary. For example, current Part D 
guidance states that corrections to PDE 
data must be completed within 90 days 
from discovery of the issue. We refer 
readers to the Health Plan Management 
System (HPMS) memorandum entitled 
“Revision to Previous Guidance Titled 
‘Timely Submission of Prescription 
Drug Event (PDE) Records and 
Resolution of Rejected PDEs,’’’ dated 
October 6, 2011. 

Comment: A few commenters 
believed that the proposed rule on CMS- 
identified overpayments should only 
apply to actual overpayments, not 
merely the submission of incorrect 
payment data. These commenters were 
concerned that CMS incorrectly 
assumes that erroneous payment data 
equates to an overpayment. 

Response: We understand that 
correcting erroneous payment data 
submitted by an MA organization or a 
Part D sponsor and rerunning the 
payment process to determine the 
payment that should have been made 
may reflect an underpayment, 








overpayment, or no change when 
comparing the two results. Consistent 
with §§ 422.504(l) and 423.505(k), MA 
organizations and Part D sponsors must 
submit accurate payment data (based on 
best knowledge, information, and 
belief). We clarify that CMS may make 
the request to correct erroneous 
payment data, regardless of whether or 
not that data would result in an 
overpayment under our existing and 
inherent authority related to 
administration of the payment 
processes; this rule does not change or 
limit that authority. Rather, this rule 
provides authority to initiate an offset to 
recover overpayments when erroneous 
payment data have been submitted, the 
erroneous payment data resulted in an 
overpayment, and the erroneous 
payment data were not subsequently 
corrected upon request from CMS. The 
intent of the provisions at §§ 422.330 
and 423.352 is to provide a process 
whereby CMS-identified overpayments 
can be recovered; this process begins 
with CMS’ request for correction of the 
erroneous payment data that caused the 
overpayment to occur. We will establish 
the existence and extent of an 
overpayment by applying the Part C and 
Part D payment rules and formulas 
applicable to the payment year in 
question. 

Comment: Commenters requested that 
CMS clarify that the overpayment 
recoupment process would apply only 
to contract years for which CMS has 
completed final reconciliation. 
Commenters noted that CMS did not 
link the proposed regulatory definition 
of “applicable reconciliation date”’ to 
other subsections of the proposed 
regulations. The commenters stated that 
based on the proposed regulations, if 
CMS identifies an error in payment data 
and the payment error identified affects 
payments for any of the 6 most recently 
completed payment years, CMS may 
send a data correction notice to the MA 
organization or the Part D sponsor. 
However, CMS does not define 
“recently completed” or correlate the 
definition with the phrase “applicable 
reconciliation date.’’ Commenters 
requested that CMS clarify its intention 
to recoup overpayments only following 
the “applicable reconciliation date.” 

Response: Our determination that an 
overpayment has occurred will be made 
after the applicable reconciliation date, 
as defined in this final rule, for the 
contract year in which the erroneous 
payment data were identified. In 
addition, the payment error must affect 
payment in one of the 6 most recently 
completed payment years. For example, 
after the initial reconciliation takes 
place for Part D payments under 


§ 423.343 (that is, the determination of 
the final amount of direct subsidy 
described in § 423.329(a)(1), final 
reinsurance payments described in 

§ 423.329(c), the final amount of the 
low-income subsidy described in 

§ 423.329(d), or final risk corridor 
payments as described in § 423.336) for 
contract year 2015 (which would take 
place in 2016), the 6 most recently 
completed payment years would be 


2010 through 2015. 
Consistent with our statements above 


regarding our existing and inherent 
authority related to administration of 
the payment processes to make the 
request to correct erroneous payment 
data, regardless of whether or not that 
data would result in an overpayment, 
we believe we have authority to request 
the correction of erroneous data at any 
time. Accordingly, we are moving the 
language that limits CMS to the 6-year 
look-back period at §§ 422.330(b) and 
423.352(b), “Request to correct payment 
data,” and associating it with 

§§ 422.330(c) and 423.352(c), “Payment 
offset,” in order to clarify that, while we 
may request the correction of erroneous 
payment data at any time, we will only 
use the payment offset procedures 
established in this rule to recover 
overpayments in the 6 most recently 
completed payment years. 

Therefore, we are modifying proposed 
§§ 422.330(c) and 423.352(c) to indicate 
that when the MA organization or Part 
D sponsor fails to correct payment data 
in response to a request under 
§§ 422.330(b) and 423.352(b), CMS will 
conduct a payment offset against 
payments made to the MA organization 
or Part D sponsor if: (1) the payment 
error affects payments for any of the 6 
most recently completed payment years; 
and (2) the payment error for a 
particular payment year is identified 
after the applicable reconciliation date 
for that payment year. 

Comment: One commenter requested 
that CMS institute a single, uniform 
timeframe to correct any payment data 
errors before CMS initiates payment- 
offset procedures. The commenter 
believed that the different time periods 
associated with the resubmission or 
correction of various data points can 
lead to unnecessary confusion and the 
potential for missed deadlines. This 
commenter recommended that CMS 
create a uniform timeframe of at least 
120 days to submit data corrections. The 
commenter expressed concern that the 
process for collecting and verifying 
corrected data will involve numerous 
steps and that the process also likely 
will involve third parties, potentially 
including vendors no longer under 
contract, which would add additional 
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steps and time to the process of 
collecting and validating the data. The 
commenter stated that a turnaround 
time of less than 120 days creates a risk 
for not being able to collect the payment 
data and conduct a diligent and fulsome 
analysis before responding to CMS. 

Response: We understand that it 
makes sense to have a uniform 
timeframe for submitting corrected 
payment data in response to a CMS 
notification of CMS-identified erroneous 
payment data. We also understand that 
different timeframes for submitting 
corrected data could lead to confusion 
and missed deadlines. However, we 
disagree with the commenter that 120 
days is necessary to correct all types of 
payment data. As we cited in the 
preamble of the proposed rule, current 
Part D guidance in the HPMS 
memorandum dated October 6, 2011, 
states that corrections to PDE data must 
be completed within 90 days from 
discovery of the issue. We have no 
reason to believe that the 90-day 
timeframe for correcting Part D data 
under this provision is inadequate. 
Therefore, we will not be making 
changes to this policy at this time. 
Timeframes for correcting Part C 
payment data will be explained in 
additional procedural rules and 
subregulatory guidance. 

Comment: One commenter requested 
clarification regarding the submission of 
payment data corrections between the 
final risk adjustment submission 
deadline and when a payment 
reconciliation or payment rerun is 
conducted. 

Response: This commenter’s request 
appears to be directed at Part C and risk 
adjustment data. An overpayment may 
exist once applicable reconciliation has 
occurred, which is the final deadline for 
the submission of risk adjustment data 
for Part C. MA organizations should 
submit data corrections to correct an 
overpayment the MA organization has 
identified as soon as the MA 
organization recognizes the 
overpayment has occurred (§ 422.326). 
In the context of that rule and the 
process adopted under this rule, the 
operational action of conducting a risk 
adjustment payment rerun will be 
implemented according to our policy 
and schedules. The submission of data 
corrections should not be delayed 
relative to the timing of a risk 
adjustment rerun. If the data correction 
is not submitted, and we have identified 
the erroneous risk adjustment payment 
data, we may move forward with a 
payment offset. We agree that additional 
information on this issue would be 
helpful to MA organizations and will be 
providing further guidance as needed. 


Comment: A few commenters noted 
that, in the proposed rule, CMS stated 
that if the MA organization or Part D 
sponsor submits corrected payment data 
in response to CMS’ request, CMS will 
perform a reconciliation in the payment 
system using the established payment 
adjustment process. The commenters 
requested that CMS clarify that the 
referenced reconciliation is in reference 
to the established reopening of a 
payment adjustment reconciliation 
process. The commenter stated that the 
current reopening process is well- 
established and equitable, balancing the 
rights and obligations of Part D sponsors 
and CMS, and, therefore, there is an 
appropriate adjustment of both 
overpayments and underpayments to 
the Part D sponsor. The commenters 
urged CMS to invest additional 
operational resources to strengthen the 
existing reopening process. 

Response: If an MA organization or a 
Part D sponsor submits corrected 
payment data, as requested by CMS, we 
will recoup any overpayment amounts 
by performing a payment reconciliation 
according to our payment processing 
policies and schedules. We appreciate 
the commenter’s suggestion to invest 
additional operational resources to 
strengthen the existing reopening 
process, and will take this suggestion 
into consideration. 

Comment: Several commenters 
expressed concern regarding the length 
of the 6-year look-back period. Some of 
the commenters indicated the length of 
the look-back period would place undue 
burden on plans and providers. Another 
commenter stated that a 6-year 
timeframe is typically reserved for fraud 
and abuse processes and is not 
considered appropriate for routine 
operational processes. A few 
commenters recommended that the 
look-back period be 3 years. 

Response: We believe that a 6-year 
look-back period is an appropriate 
timeframe for identifying overpayments. 
As stated in the proposed rule, the 6- 
year look-back period is consistent with 
the look-back period established for 
overpayments that are identified by MA 
organizations or Part D sponsors 
(§§ 422.326 and 423.360). Also as stated 
in the proposed rule, we proposed to 
use the same 6-year look-back period as 
applies to plan-identified overpayments 
because both overpayment policies are 
intended to address circumstances in 
which an overpayment has occurred 
and has been identified. We do not 
believe that the issue of which entity 
(CMS or the plan) identified the 
overpayment is relevant to the length of 
the look-back period. 


Comment: A few commenters 
recommended that the look-back period 
be implemented prospectively. One 
commenter stated that a 6-year look- 
back period could affect many 
distributed risk arrangements between 
plans and providers that cross multiple 
years and have already been reconciled. 
Another commenter asked that CMS 
phase in the look-back period, 
beginning with a 1-year look-back 
period and each year adding an 
additional year to the look-back period, 
until 2020 when a 6-year look-back 
could be applied. 

Response: We disagree with the 
commenters’ recommendations to 
implement the look-back period 
prospectively. We proposed 6 years as 
the length of the look-back period 
because we believe that this timeframe 
best balances the government’s interest 
in having overpayments returned with 
entities’ interest in finality. We note that 
the statute of limitations related to the 
False Claims Act is 6 years from the date 
of the violation or 3 years from the date 
the relevant government official learns 
of the situation, but in no case more 
than 10 years from the date of the 
violation. Furthermore, under 
§ 422.504(d) and § 423.505(d), MA 
organizations and Part D sponsors are 
required to maintain, for 10 years books, 
records, documents, and other evidence 
of accounting procedures and practices 
related to costs, financial statements, 
cash flow, among others. 

After consideration of the public 
comments we received, we are 
finalizing proposed §§ 422.330(b) and 
423.352(b) and proposed §§ 422.330(c) 
and 423.352(c) with modifications. We 
are moving the language regarding the 6- 
year look-back period from proposed 
§§ 422.330(b) and 423.352(b) to 
§§ 422.330(c)(1) and 423.352(c)(1) in 
order to indicate that if the MA 
organization or Part D sponsor fails to 
correct payment data, CMS will conduct 
a payment offset if the payment error 
affects payments for any of the 6 most 
recently completed payment years and 
the payment error for a particular 
payment year is identified after the 
applicable reconciliation date for that 
payment year. 


3. Payment Offset 


If the MA organization or Part D 
sponsor submits corrected payment data 
in response to CMS’ request pursuant to 
proposed § 422.330(b) and § 423.352(b), 
CMS will perform a reconciliation in the 
payment system using the established 
payment adjustment process. CMS’ 
systems will conduct a payment 
reconciliation and determine the 
associated payment adjustment based 


Federal Register/Vol. 79, No. 217/Monday, November 10, 2014/Rules and Regulations 


67007 








on the corrected data using established 
payment policies and procedures. 
However, if the MA organization or Part 
D sponsor fails to correct the erroneous 
payment data, in the CY 2015 OPPS/ 
ASC proposed rule (79 FR 41061), we 
proposed that CMS would conduct a 
payment offset from plan payments 
(proposed §§ 422.330(c) and 423.352(c)). 


a. Offset Amount 


Because the data would not have been 
corrected in the routine payment 
process, in the CY 2015 OPPS/ASC 
proposed rule (79 FR 41061 through 
41062), we proposed, to be codified at 
§§ 422.330(c) and 423.352(c), that CMS 
determine the overpayment offset 
amount by applying a payment 
calculation algorithm to simulate the 
payment calculations currently applied 
by CMS to produce the routine Part C 
and Part D payments. The payment 
calculation algorithm would apply the 
Part C or Part D payment rules for the 
applicable year to calculate what the 
correct payment should have been using 
corrected payment data. CMS currently 
simulates payment error amounts for a 
variety of different purposes, including 
for the annual Part C and Part D error 
rate reporting (required by the Improper 
Payment Elimination and Recovery Act 
(IPERA) and subject to the annual 
agency’s Chief Financial Officer’s (CFO) 
audit and reported in the annual Agency 
Financial Report (AFR)), RADV 
payment error estimation (subject to 
public comment), and the Part C and 
Part D monthly payment validation 
required by CFO auditors. These 
payment error calculations are all 
conducted outside of the suite of 
payment systems that CMS uses to make 
routine payments to MA organizations 
and Part D sponsors. In the proposed 
rule, we stated that we believe that these 
calculations are reliable and an accurate 
reflection of what the routine payment 
systems would calculate using the 
corrected data if the MA organization or 
Part D sponsor had submitted corrected 
payment data. 

The actual process for calculating the 
overpayment will be different for Part C 
and Part D because of the different 
payment rules for the two programs. 
The Part C and Part D programs are both 
subject to risk adjustment payment error 
resulting from invalid diagnoses and to 
payment error due to inaccurate 
enrollment data. The Part D program is 
further subject to payment 
reconciliation error resulting from errors 
in PDE data and/or DIR data. The two 
programs also are subject to different 
schedules with regard to the applicable 
reconciliation date and subsequent 
payment reconciliation processes. 


When new payment-related data are 
submitted to CMS payment systems, 
there is generally a change to the correct 
amount of payment once CMS conducts 
a payment reconciliation using the 
established payment adjustment 
process. However, it is not sufficient for 
the plan to just submit the new 
corrected risk adjustment, PDE, or DIR 
data to CMS systems because data 
submission does not automatically 
trigger a system reconciliation and 
payment adjustment. A change in 
payment will only occur if a payment 
reconciliation is conducted. If the 
applicable reconciliation has already 
been performed, CMS, at its discretion, 
may conduct risk adjustment reruns or 
Part D reopenings to ensure that 
payments also are corrected to reflect 
the newly corrected data. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41061), we proposed that, 
under the payment calculation 
algorithm, CMS would calculate the 
payment to the MA organization or Part 
D sponsor with and without the 
corrected data as of a specified date. The 
difference in the two amounts—that is, 
the amount by which the payments 
already made to the MA organization or 
Part D sponsor exceed the payments that 
should have been made as reflected in 
the calculation using the corrected 
data—would be the payment recovery or 
offset amount. We provided the 
following examples of how the offset 
amount would be calculated for Part C 
and Part D overpayments relative to two 
different types of payment data errors to 
illustrate our proposal: 

e Part C Offset Calculation. The 
example for Part C relates to incorrect 
diagnosis data identified by CMS in the 
process of calculating the national 
payment error estimate. A beneficiary’s 
final risk score and annual payment will 
be recalculated outside of the routine 
payment system without the invalid 
diagnoses but using all the other data 
used in the routine payment system. 
The year-appropriate CMS—HCC risk 
adjustment methodology will be used to 
produce the revised risk scores. The 
difference in payment for the 
beneficiary pre- and post-change in the 
invalid diagnosis will be the offset 
amount. This offset amount—generated 
using the same process for each 
beneficiary for whom erroneous 
payment data are identified by CMS— 
will be summed across all beneficiaries. 

e Part D Offset Calculation. The 
example for Part D relates to the 
situation in which a Part D plan sponsor 
has submitted PDE records for a 
beneficiary that include invalid 
National Drug Codes (NDCs). For 
payment purposes, PDEs are required to 


reference valid NDCs. In order to 
calculate the Part D payment offset 
amount, all of the beneficiary’s entire 
post-reconciliation PDE data will be 
pulled, and the incorrect PDEs will be 
deleted or adjusted. The programmed 
calculation logic will keep track of a 
variety of payment-related information; 
for example, a beneficiary’s benefit 
phase, gross covered drug cost, true out- 
of-pocket (TrOOP) costs, low-income 
cost-sharing subsidies (if any), and plan 
payment as the beneficiary progresses 
through the Part D coverage benefit. The 
calculation algorithm will tap into a 
variety of different data sets, such as 
health plan benefit parameters, 
beneficiary low-income subsidy status, 
and standard low-income cost-sharing 
subsidy parameters. Reports will then 
be produced on Gross Covered Drug 
Cost (GCDC) and low-income cost- 
sharing subsidy payment differentials. 
These payment differential amounts 
will be incorporated into final 
reinsurance, low-income cost-sharing 
subsidy, and risk sharing summary 
totals for a contract. DIR adjustments 
will be factored into these calculations 
to arrive at the related payment offset 
amount to be applied at the contract 
level. The difference in reinsurance, 
low-income cost-sharing subsidy, and 
risk sharing dollars with and without 
the correction to the PDEs will 
constitute the payment offset related to 
the beneficiaries with the incorrect 
PDEs. 

If the erroneous payment data in 
question is subsequently corrected 
through the CMS payment system, the 
offset amount will be reversed, and the 
payment to the MA organization or Part 
D sponsor will be updated through the 
routine payment process. However, if 
the data in the CMS system are not 
corrected and CMS conducts a 
reconciliation or reopening for the 
applicable payment year after the offset 
has been determined, the data will not 
be properly synchronized, and it is 
possible that the resulting payment 
adjustments could be incorrect. In order 
to resolve this problem, CMS may 
reverse the original offset and 
recalculate the offset using the more 
recent data used in the most recent 
payment reconciliation or reopening. 
The new offset amount will replace the 
previous offset amount, and CMS would 
need to evaluate and act on the resulting 
overpayment or underpayment. 

Comment: A few commenters 
expressed concern about the payment 
calculation algorithm that will be used 
to determine the overpayment amount 
that should be recouped. Other 
commenters stated that they could not 
understand why CMS cannot simply 
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correct the data in the payment systems 
of record and “run a reopening.” 
Commenters requested that CMS clarify 
why the traditional reopening process 
cannot adequately address the types of 
payment issues outlined in the 
proposed rule. The commenters noted 
that CMS has used its existing authority 
in the past to remove PDEs it believed 
should not have been submitted. One 
commenter stated that this proposal 
creates an environment where the 
sponsor’s records of the PDEs and the 
TrOOP accumulators would be out of 
sync with CMS systems timing and 
would pose challenges during the 
reconciliations of PDEs and payment 
data, as well as readjudication of 
beneficiary claims, and as a result, 
recommended that CMS withdraw the 
proposal and assess whether there are 
other current less onerous mechanisms 
that can be adopted to better meet its 
goals. 

Response: For the Part C program and 
the Part D program, we believe that the 
traditional risk adjustment rerun and 
other reopening processes are the best 
mechanisms to recoup overpayments. 
We believe that these processes will be 
adequate to recoup overpayments in 
most cases because we assume that the 
majority of MA organizations and Part D 
sponsors will adjust their payment data 
upon request by CMS. However, as we 
stated in the preamble to our proposed 
rule, ifan MA organization or Part D 
sponsor fails to correct erroneous 
payment data, the established risk 
adjustment rerun and reopening 
processes are inadequate. Because the 
data would not have been corrected in 
the CMS payment system, we will have 
to determine the overpayment amount 
by applying a payment calculation 
algorithm to simulate the payment 
calculations currently applied by CMS 
systems to produce routine Part C and 
Part D payments. It is true, as one 
commenter stated, that, in the Part D 
program, CMS has used existing 
authority to remove PDE data that 
should not have been submitted. We use 
that authority in very limited 
circumstances when the erroneous data 
is PDE data. Part D payment data also 
includes, however, direct and indirect 
remuneration (DIR) data, for which we 
do not have a means to “correct” 
erroneous data. Likewise, we do not 
have a process in place to ‘“‘correct”’ 
erroneous data in the Part C program. In 
addition, because we only expect to 
conduct these types of data corrections 
in a limited set of circumstances, and it 
would require significant resources to 
make the payment system changes to 
support such corrections, CMS is 





prepared to use a more economical 
process based on running a payment 
calculation algorithm to recover the 
improper payments. 

As stated in the proposed rule, CMS 
already simulates Part C and Part D 
payments outside of the core payment 
systems to accurately calculate 
payments and payment errors for a 
variety of different purposes. Therefore, 
we believe that this procedural 
mechanism is the least onerous 
mechanism that can be adopted to 
recoup overpayments, return them to 
the Medicare Trust Funds, and ensure 
that payments are made consistent with 
the payment framework established in 
statute. Therefore, we are not 
withdrawing the proposal, as one 
commenter recommended. 

Comment: One commenter stated that 
CMS should not implement any type of 
extrapolation methodology when 
calculating the payment offset for MA 
organizations or Part D sponsors. The 
commenter believed that CMS may seek 
to extrapolate the results of erroneous 
payment data to all beneficiaries 
enrolled under a contract if the MA 
organization or Part D sponsor does not 
submit corrected data as requested by 
CMS. The commenter believed that the 
proposed provision could be interpreted 
to mean that CMS may apply the offset 
amount to all beneficiaries, even though 
not all beneficiaries may have been 
affected by the incorrect data. The 
commenter opined that it would not be 
appropriate to extrapolate payment- 
offset calculations without providing 
MA organizations and Part D sponsors 
with notice or an explanation of the 
methodologies that CMS would employ. 
Commenters recommended that CMS 
expressly state that extrapolation will 
not be involved in payment recoupment 
under the CMS-identified overpayment 
regulations, and the payment offsets 
should be applied based on payment 
errors that have been determined for 
specific beneficiaries. 

Response: CMS may identify 
erroneous payment data submitted by 
MA organizations or Part D sponsors 
through a variety of different means. In 
the proposed rule, we discussed the 
procedures that CMS would undertake 
when erroneous payment data are 
identified, but did not address the 
means by which CMS would identify 
erroneous payment data. Therefore, this 
comment is outside the scope of the 
proposed rule. 

Comment: Several commenters raised 
the issue that, in cases where a CMS- 
identified overpayment is a result of 
errors in diagnosis data submitted by 
MA organizations, CMS’ determination 
of the overpayment amount should take 


into account the fact that the CMS—HCC 
risk adjustment model used to risk- 
adjust payments to MA organizations is 
calibrated on diagnoses from Medicare 
fee-for-service claims not MA 
organizations’ claims. Commenters 
referred to this as the ‘‘data 
inconsistency issue.” Specifically, 
commenters noted that CMS has 
recognized, in the contract-level RADV 
context, that individual errors in risk 
adjustment data cannot be equated with 
overpayments without first accounting 
for the error rate in the fee-for-service 
(“FFS”’) claims data. Commenters also 
stated that CMS has acknowledged 
when calculating overpayments based 
on medical record review for RADV 
audits that it must “‘account for the fact 
that the documentation standard used in 
RADV audits to determine a contract’s 
payment error (medical records) is 
different from the documentation 
standard used to develop the Part C risk- 
adjustment model (FFS claims).”’ 
Further, commenters noted that, to 
address this problem, CMS 
implemented a “FFS Adjuster” that 
offsets the payment recovery amount to 
account for FFS and MA program 
differences in documentation standards. 
These commenters believed that CMS’ 
application of the ‘“FFS Adjuster’’ in the 
RADV context does fulfill the actuarial 
equivalence requirement under the risk 
adjustment provisions in the Act, and 
failure to maintain logical consistency 
by applying this adjuster in the context 
of the CMS-identified overpayments 
addressed by this rule would be 
contrary to the actuarial standard in 
statute. 

Response: We understand from these 
comments that commenters are 
specifically recommending that any risk 
adjustment payment recovery amounts 
be adjusted to reflect medical record 
coding documentation differentials 
between FFS providers and MA 
organizations. We note that this type of 
adjustment would not apply to other 
types of data errors, such as those that 
might be found in PDE data. We further 
interpret the commenters to be saying 
that the overpayment amounts should 
be adjusted downward to take the 
medical record coding documentation 
differential into account. From a 
conceptual perspective, we believe that 
the application of a FFS adjuster is a 
payment calculation methodology issue, 
rather than a procedural issue. Our 
proposal was narrowly tailored to 
specify a procedure for correcting the 
inaccurate data that MA organizations 
and Part D sponsors have submitted for 
payment and providing an appeals 
process. Therefore, we believe that these 
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comments relating to data inconsistency 
and the application of a FFS adjuster to 
overpayments are outside the scope of 
the proposed provision. 

After consideration of the public 
comments we received, we are 
finalizing our proposal, as proposed, 
without modification. 


b. Payment Offset Notification 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we proposed that 
CMS would provide a payment offset 
notice to the MA organization or Part D 
sponsor (proposed §§ 422.330(d)(1) 
through (d)(3) and 423.352(d)(1) through 
(d)(3)). The notice would provide the 
dollar amount to be offset against a 
plan’s monthly prospective payments 
and an explanation of how the 
erroneous data were identified and of 
the calculation of the payment offset 
amount. Under our proposal, the 
payment offset notice would also 
explain that, in the event that the MA 
organization or Part D sponsor disagrees 
with the payment offset, it may request 
an appeal within 30 days of the issuance 
of the payment offset notice. 

Comment: A number of commenters 
requested that CMS provide for an 
appeals process prior to conducting the 
payment recovery or offset. 

Response: We are concerned that if 
we allow for appeals prior to the offset, 
we are at risk of having an extensive 
process that inordinately delays the 
offset and the recovery of the 
overpayment. However, we are willing 
to engage in a dialogue with plans prior 
to the offset. We anticipate that this 
dialogue will help to resolve data issues 
prior to implementing the payment 
offset and recovery. Therefore, we are 
not making the requested changes to the 
proposed process for payment offset 
notification. 

After consideration of the public 
comments we received, we are 
finalizing our proposal. However, we 
are making a minor modification to the 
accompanying regulation text at 
§ 422.330(d) and § 423.352(d) to clarify 
that the payment offset notice will 
include at least the information outlined 
in the regulation, but may include other 
information relevant to the payment 
offset. 


4. Appeals Process for MA 
Organizations and Part D Sponsors 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we proposed an 
appeals process for MA organizations 
and Part D sponsors with three levels of 
review, including reconsideration 
(described at proposed §§ 422.330(e)(1) 
and 423.352(e)(1)), an informal hearing 
(described at proposed §§ 422.330(e)(2) 


and 423.352(e)(2)), and an 
Administrator review (described at 
proposed §§ 422.330(e)(3) and 
423.352(e)(3)). 


a. Reconsideration 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we proposed that an 
MA organization or Part D sponsor must 
file its request for reconsideration 
within 30 days from the date that CMS 
issued the payment offset notice to the 
MA organization or the Part D sponsor 
(proposed §§ 422.330(e)(1)(i) and 
423.352(e)(1)(i)). At proposed 
§§ 422.330(e)(1)(ii) and 423.352(e)(1)(ii), 
we address the information that must be 
included in the MA organization’s or 
Part D sponsor’s request for 
reconsideration. The request would 
have to contain the findings or issues 
with which the MA organization or Part 
D sponsor disagrees, the reasons for its 
disagreement, and any additional 
documentary evidence that the MA 
organization or Part D sponsor wishes to 
submit in support of its position. This 
additional evidence would have to be 
submitted with the request for 
reconsideration. Under our proposal, 
any information submitted after this 
time would be rejected as untimely. 

Under our proposal, the CMS 
reconsideration official would review 
the underlying data that were used to 
determine the amount of the payment 
offset and any additional documentary 
evidence that the MA organization or 
Part D sponsor timely submitted with its 
reconsideration request 
(§§ 422.330(e)(1)(iii) and 
423.352(e)(1)(iii)). We note that, in some 
instances, the CMS reconsideration 
official's review of the underlying data 
may include review of information 
identifying or explaining the error in the 
payment data, such as information from 
the source that identified the erroneous 
payment data. We proposed at 
§§ 422.330(e)(1)(iv) and 423.352(e)(1)(iv) 
that the CMS reconsideration official 
would inform the MA organization or 
Part D sponsor of the decision. We 
proposed at §§ 422.330(e)(1)(v) and 
423.352(e)(1)(v) that a reconsideration 
decision would be final and binding 
unless a timely request for an informal 
hearing is filed by the MA organization 
or Part D sponsor. 

Comment: Several commenters stated 
that a 30-day window to submit an 
appeal request is too short. A few 
commenters asked that CMS provide at 
least 60 days from the time a data 
correction notice is issued for Part D 
sponsors to appeal the data correction 
decision. One commenter suggested a 
timeframe of 30 days to appeal and an 
additional 60 days for researching the 


issue and gathering supporting 
documents necessary for consideration. 

Response: We have considered these 
concerns and suggestions, and we 
continue to believe that 30 days is 
sufficient time to file the appeal, 
particularly because the MA 
organization or Part D sponsor would 
have received an earlier notification and 
request to correct the erroneous data. 

After consideration of the public 
comments we received, we are 
finalizing our proposal without 
modification. 


b. Informal Hearing 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we proposed that if 
the MA organization or Part D sponsor 
is dissatisfied with CMS’ 
reconsideration decision, it would be 
entitled to request an informal hearing 
(proposed §§ 422.330(e)(2) and 
423.352(e)(2)). As proposed at 
§§ 422.330(e)(2)(i) and 423.352(e)(2)(i), a 
request for an informal hearing must be 
made in writing and filed within 30 
days of the date of CMS’ reconsideration 
decision. The request must include a 
copy of CMS’ reconsideration decision 
and must specify the findings or issues 
in the decision with which the MA 
organization or Part D sponsor disagrees 
and the reasons for its disagreement 
(proposed §§ 422.330(e)(2)(ii) and 
423.352(e)(2)(ii)). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we set forth the 
proposed procedures for conducting the 
informal hearing at proposed 
§§ 422.330(e)(2)(iii) and 
423.352(e)(2)(iii). Under these 
procedures, CMS would provide written 
notice of the time and place of the 
informal hearing at least 10 days before 
the scheduled date of the hearing 
(proposed § 422.330(e)(2)(iii)(A) and 
§ 423.352(e)(2)(iii)(A)); the informal 
hearing would be conducted by a CMS 
hearing officer. The hearing officer 
would be limited to reviewing the 
record that was before CMS when CMS 
made its reconsideration determination 
(proposed § 422.330(e)(2)(iii)(B) and 
§ 423.352(e)(2)(iii)(B)). Under our 
proposal, no new or additional 
documentation or evidence may be 
submitted at this hearing. At proposed 
§ 422.330(e)(2)(iii)(C) and 
§ 423.352(e)(2)(iii)(C), we proposed that 
the CMS hearing officer would review 
the record of the proceeding before the 
CMS reconsideration official using the 
clearly erroneous standard of review. 
CMS’ reconsideration decision would 
not be reversed unless the MA 
organization or Part D sponsor 
establishes that the decision was clearly 
erroneous in light of the evidence in the 
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record before the CMS reconsideration 
official. 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), at proposed 
§§ 422.330(e)(2)(iv) and 
423.352(e)(2)(iv), we proposed that the 
CMS hearing officer would send a 
written decision of the informal hearing 
to the MA organization or Part D 
sponsor explaining the basis for the 
decision. The CMS hearing officer’s 
decision would be final and binding, 
unless the decision is reversed or 
modified by the Administrator 
(proposed §§ 422.330(e)(2)(v) and 
423.352(e)(2)(v)). 

Comment: One commenter 
recommended that CMS allow plans the 
opportunity to present oral arguments 
during the informal hearing appeal stage 
and that written notice addressing the 
time and location of the hearing be 
provided at least 30 days prior, as 
opposed to the proposed 10 days. 

Response: As proposed and finalized, 
this rule will permit MA organizations 
and Part D sponsors, at the informal 
hearing stage, to present oral arguments 
regarding whether or not the CMS 
reconsideration official's decision was 
clearly erroneous. At the informal 
hearing, the hearing officer will review, 
and the parties may discuss, the 
contents of the administrative record, 
which was before the reconsideration 
official. We understand that 10 days’ 
notice of the time and place of the 
hearing may be insufficient notice for 
some MA organizations and Part D 
sponsors to arrange for travel to the 
hearing location. Therefore, we are 
accepting the commenters’ suggestion to 
extend the timeframe for CMS to 
provide written notice of the time and 
place of the hearing, and are extending 
that timeframe to 30 days before the 
scheduled date for the informal hearing. 

Comment: A few commenters stated 
that with the “clearly erroneous” 
standard, CMS is unfairly placing the 
burden of proving CMS wrong 
completely on the MA organizations 
and Part D sponsors. Commenters 
pointed out that a sponsor may be 
unable—not unwilling—to collect the 
data required to refute CMS’ assertions. 
One commenter stated that while the 
burden of proof falls to the sponsors to 
disprove CMS’ claims, there is no 
explicit requirement that CMS must be 
able to substantiate its concerns 
regarding data before it triggers the 
proposed incorrect payment notification 
process. The commenter is concerned 
that without changes to these standards 
the possibility exists for abuse of the 
process, putting sponsors on a continual 
defensive cycle. The commenter 
suggested that CMS be obligated to 


provide reasonable substantiation of its 
overpayment claim and that the 
standard for review be that the MA 
organization or Part D sponsor provide 
reasonable evidence, in light of the 
available data, that the CMS claim is not 
supportable. 

Response: The issue of whether or not 
payment data submitted by an MA 
organization or Part D sponsor are 
erroneous is a factual issue that is 
determined by looking at the payment 
data in relation to the payment 
framework established in statute and 
regulation, which the MA organizations 
and Part D sponsors agree to be 
contractually bound by when they sign 
the agreement with CMS to operate a 
Medicare Advantage and/or a Voluntary 
Medicare Prescription Drug Plan. Under 
the clearly erroneous standard of 
review, the hearing officer will only 
overturn the reconsideration official’s 
decision if that decision, based on the 
record before the reconsideration 
official, contains plain errors of fact or 
law. Because the determination of 
whether or not payment data submitted 
by an MA organization or Part D 
sponsor are erroneous is a factual one, 
we believe that the clearly erroneous 
standard is appropriate. The CMS 
reconsideration official reviews the 
underlying data that were submitted by 
the MA organization or Part D sponsor 
and any additional documentary 
evidence timely submitted by the MA 
organization or Part D sponsor, and thus 
is in the best position to determine the 
facts underlying the determination that 
erroneous payment data have been 
submitted. Accordingly, the 
reconsideration official’s decision 
should only be disturbed in the case of 
a Clear error. 

We believe commenters are concerned 
that there is no requirement that CMS 
substantiate its claims of an 
overpayment and that could lead to 
abuse of the process. To the contrary, 
paragraph (b) of both § 422.330 and 
§ 423.352 imposes a burden and a 
requirement on CMS. Under these 
provisions, we can request corrections 
to payment data through a notice in 
which we are obligated to include or 
make reference to the specific data that 
need to be corrected and the reason why 
we believe that the data are erroneous. 
“Erroneous payment data,” as stated in 
the preamble of the proposed rule and 
the text of the regulations being adopted 
in this final rule, are data that should 
not have been submitted because the 
data are either inaccurate or 
inconsistent with Part C or Part D 
requirements. We will determine 
payment data to be erroneous based on 
the applicable statutes and regulations. 


Based on the payment framework 
established in statute and regulation, we 
will determine whether or not that 
erroneous data result in an overpayment 
prior to conducting the payment offset. 

Commenters are concerned that they 
will be unable—not unwilling—to refute 
CMS’ decision that the submission of 
erroneous payment data has resulted in 
an overpayment. As we stated in the 
preamble to our proposed rule, we 
proposed to establish a process for 
identifying and recouping overpayments 
to ensure that payments are made 
consistent with the payment framework 
established by statute. If we determine 
that an overpayment has occurred, the 
MA organization or Part D sponsor must 
be able to provide evidence to refute the 
finding that the underlying payment 
data are erroneous in order to succeed 
on appeal. As stated in the proposed 
rule at §§ 422.330(f) and 423.352(f), the 
MA organization or Part D sponsor must 
be able to prove by a preponderance of 
the evidence that our finding that the 
payment data are erroneous was 
incorrect or otherwise inconsistent with 
applicable program requirements. Thus, 
we believe that it is reasonable to expect 
that MA organizations and Part D 
sponsors provide evidence to support 
how their payment data are correct and 
consistent with program requirements 
in order for the CMS hearing officer to 
reverse both an initial determination by 
CMS and a reconsideration decision by 
the CMS reconsideration official that 
erroneous payment data have been 
submitted. 

After consideration of the public 
comments we received, we are 
finalizing our proposals with respect to 
the procedures that will apply to a 
request for an informal hearing, with a 
modification to provide that we will 
provide written notice of the time and 
place of the hearing 30 days before the 
scheduled date, as described above. 


c. Review by Administrator 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41062), we proposed that 
the MA organization or Part D sponsor 
may request review of the hearing 
officer’s decision by the Administrator 
within 30 days of issuance of the 
hearing officer’s decision (proposed 
§§ 422.330(e)(3)(i) and 423.352(e)(3)(i)). 
The MA organization or Part D sponsor 
may provide written arguments to the 
Administrator for review. Under 
proposed §§ 422.330(e)(3)(ii) and 
423.352(e)(3)(ii), after receiving the 
request for review, the Administrator 
would have the discretion to elect to 
review the hearing determination or 
decline to review it. As provided at 
proposed §§ 422.330(e)(3)(iii) and 
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423.352(e)(3)(iii), if the Administrator 
declines to review the hearing officer’s 
decision, the hearing officer’s decision 
would be final and binding. At 
proposed §§ 422.330(e)(3)(iv) and 
423.352(e)(3)(iv), we proposed that if 
the Administrator elects to review the 
hearing officer’s decision, the 
Administrator would review the hearing 
officer’s decision, as well as any other 
information included in the record of 
the hearing officer’s decision and any 
written arguments submitted by the MA 
organization or Part D sponsor. The 
Administrator would be able to uphold, 
reverse, or modify the hearing officer’s 
decision. The Administrator’s 
determination would be final and 
binding (proposed §§ 422.330(e)(3)(v) 
and 423.352(e)(3)(v)). 

We did not receive any public 
comments on the proposal for review by 
the Administrator and are finalizing this 
proposal without modification. 


5. Matters Subject To Appeal and 
Burden of Proof 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41063), at proposed 
§§ 422.330(f)(1) and (2) and 
423.352(f)(1) and (2), we proposed to 
limit the subject-matter that an MA 
organization or Part D sponsor may 
appeal under this provision and 
establish the burden of proof that the 
MA organization or Part D sponsor must 
meet in its appeal. Under this provision, 
an MA organization or a Part D sponsor 
would be able to appeal the notice of 
payment offset solely on the grounds 
that CMS’ finding that the MA 
organization’s or Part D sponsor’s 
payment data were either erroneous or 
otherwise inconsistent with applicable 
program requirements. The MA 
organization or Part D sponsor would 
bear the burden of proof by a 
preponderance of the evidence in 
demonstrating that CMS’ finding was 
incorrect or inconsistent with applicable 
program requirements. 

At proposed §§ 422.330(g) and 
423.352(g), we proposed that the 
appeals process under paragraph (e) of 
these sections would apply only to 
payment offsets described at proposed 
§§ 422.330(c) and 423.352(c). It would 
not apply to any other CMS payment 
offset process. 

Comment: One commenter noted that, 
in the proposed rule, CMS stated that 
the burden of proof is on the MA 
organization or Part D sponsor to prove 
that the CMS finding was ‘‘incorrect or 
otherwise inconsistent with applicable 
program requirements.” This 
commenter asked that CMS clarify that 
plans would not be expected to conform 
to FFS requirements or business models 





in coding practices. The commenter 
stated that in the past there have been 
occasions when CMS has relied on the 
use of FFS requirements or customary 
practices in the absence of specific MA 
or Part D guidelines. The commenter 
stated that this creates an unreasonable 
burden of regulations, rules, manuals, 
notices, and bulletins that must be 
considered in the process of identifying, 
reporting, and appealing matters of data 
accuracy and potential overpayment. In 
addition, the commenter believed that 
this practice does not address the fact 
that an error may have been solely 
caused by provider error, over which a 
plan has no control, and therefore 
places an unreasonable burden on the 
plan. 

Response: We are not clear about the 
commenter’s concern. In the preamble 
of the proposed rule, the phrase 
“applicable program requirements”’ is 
referring to MA program requirements, 
not to FFS program requirements. If the 
commenter is asking about coding 
practices, CMS does not provide 
specific MA guidelines on how to code, 
but instead requires that MA 
organizations use the code sets and 
guidelines in whatever version of the 
International Classification of Diseases 
that is in effect for the classification and 
reporting of diseases for all U.S. health 
care settings (not just Medicare). 
Further, we are unsure as to what the 
commenter is referring in the statement 
‘‘in the past there have been occasions 
when CMS has relied on the use of FFS 
requirements or customary practices in 
the absence of specific MA or Part D 
guidelines.”’ The commenter did not 
provide any examples, so we are unable 
to respond to this concern. Regarding 
the statement that an MA organization 
has no control over provider errors in 
data submission, we refer readers to the 
contracting provisions in the MA 
regulation at § 422.504 regarding the 
MA organization’s responsibility for 
data submissions. 

After consideration of the public 
comments we received, we are 
finalizing our proposal without 
modification. 


6. Effective Date of Appeals Process 
Provisions 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41063), we proposed that 
this new procedural mechanism for a 
payment offset at proposed § 422.330 
and § 423.352 would apply after the 
effective date of any final rule 
implementing the new payment offset 
and appeals process, but that requests to 
correct payment data under proposed 
§§ 422.330(b) and 423.352(b) and the 
payment offsets under proposed 


§§ 422.330(c) and 423.352(c) may apply 
to any payment year, subject to the 6- 
year limitation under §§ 422.330(b) and 
423.352(b). 

We invited public comments on these 
proposals regarding the effective date 
and application of the rule. 

We did not receive any public 
comments on these proposals, and we 
are finalizing our proposals with the 
modification discussed above to codify 
the 6-year limitation in paragraph (c) of 
§§ 422.330 and 423.352. 

In summary, we are finalizing the 
provisions at §§ 422.330 and 423.352, 
with the following modifications. We 
are removing the phrase “controlled 
and”’ from the definition of “payment 
data”’ at §§ 422.330(a) and 423.352(a). 
We are adding the definition of 
“erroneous payment data”’ to the final 
regulation text at §§ 422.330(a) and 
423.352(a). At §§ 422.330(b) and 
423.352(b), we are moving language 
regarding the 6-year look-back period to 
§§ 422.330(c)(1) and 423.352(c)(1) to 
indicate that if the MA organization or 
Part D sponsor fails to correct payment 
data, CMS will conduct a payment offset 
if the payment error identified affects 
payments for any of the 6 most recently 
completed payment years and the 
payment error for a particular payment 
year is identified after the applicable 
reconciliation date for that payment 
year. At §§ 422.330(c) and 423.352(c), 
we are adding paragraph (2) to clarify 
that CMS will calculate the payment 
offset amount using the correct payment 
data. In addition, we are making a minor 
modification to the regulation text at 
§ 422.330(d) and § 423.352(d) to clarify 
that the payment offset notice will 
include at least the information outlined 
in the regulation, but may include other 
information relevant to the payment 
offset. Finally, we are revising 
§§ 422.330(e)(2)(iii)(A) and 
423.352(e)(2)(iii)(A) to state that we will 
provide written notice of the time and 
place of the informal hearing at least 30 
days before the scheduled date. 


XVIII. Files Available to the Public via 
the Internet 


Addendum J to this final rule with 
comment period is a new addendum 
that we proposed for CY 2015, in 
response to requests by public 
commenters on the CY 2014 OPPS/ASC 
final rule with comment period for 
additional data regarding ratesetting for 
the new comprehensive APCs 
established in that final rule with 
comment period, which are discussed in 
section II.A.2.e. of this final rule with 
comment period. Addendum J lists the 
HCPCS code pairs for which we are 
finalizing complexity adjustments for 
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CY 2015, by clinical family; the HCPCS 
codes finalized for exclusion from the 
comprehensive APC payment bundle; 
and the relevant cost statistics. 

The public comments that we 
received related to the proposed 
Addendum J to the CY 2015 OPPS/ASC 
proposed rule are discussed in detail in 
section II.A.2.e. of this final rule with 
comment period. We are finalizing our 
proposal to create Addendum J without 
modification. 

The Addenda to the OPPS/ASC 
proposed rules and the final rules with 
comment period are published and 
available only via the Internet on the 
CMS Web site. To view the Addenda to 
this final rule comment period 
pertaining to CY 2015 payments under 
the OPPS, we refer readers to the CMS 
Web site at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/HospitalOutpatientPPS/ 
Hospital-Outpatient-Regulations-and- 
Notices.html; select ““1613—FC” from the 
list of regulations. All OPPS Addenda to 
this final rule with comment period are 
contained in the zipped folder entitled 
“2015 OPPS 1613-F Addenda” at the 
bottom of the page. To view the 
Addenda to this final rule with 
comment period pertaining to the CY 
2015 payments under the ASC payment 
system, we refer readers to the CMS 
Web site at: http://www.cms.gov/ 
Medicare/Medicare-Fee-for-Service- 
Payment/ASCPayment/ASC- 
Regulations-and-Notices.html; select 
““1613-FC” from the list of regulations. 
All ASC Addenda to this final rule with 
comment period are contained in the 
zipped folders entitled “Addendum AA, 
BB, DD1 and DD2,” and “Addendum 
EE”’. 


XIX. Collection of Information 
Requirements 


A. Legislative Requirements for 
Solicitation of Comments 


Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
to solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

e The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 

e The accuracy of our estimate of the 
information collection burden. 





e The quality, utility, and clarity of 
the information to be collected. 

e Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 


In the CY 2015 OPPS/ASC proposed 
rule (79 FR 741063 through 41067), we 
solicited public comments on each of 
the issues outlined above for the 
information collection requirements 
discussed below. 


B. Requirements in Regulation Text: 
Changes to the Rural Provider and 
Hospital Ownership Exceptions to the 
Physician Self-Referral Law: Expansion 
Exception Process (§ 411.362) 


As discussed in section XV.C. of the 
CY 2015 OPPS/ASC proposed rule (79 
FR 41054 through 41056) and in section 
XV.C. of this final rule with comment 
period, we proposed to modify the 
physician-owned hospital expansion 
exception process under the rural 
provider and hospital ownership 
exceptions to the physician self-referral 
law. Specifically, we proposed to permit 
physician-owned hospitals to use 
certain non-HCRIS data sources to 
demonstrate satisfaction of the 
expansion exception process eligibility 
criteria. 

In section XIX.B. of the CY 2015 
OPPS/ASC proposed rule (79 FR 41063), 
we stated that we believe the burden 
associated with our modifications to the 
physician-owned hospital expansion 
exception process is exempt from the 
PRA under 5 CFR 1320.3(c) because the 
information collection will not impact 
10 or more entities in a 12-month 
period. We did not receive any public 
comments on the proposed stated 
burden of our proposed modifications to 
the physician-owned hospital expansion 
exception process. 

As discussed in section XV.C. of this 
final rule with comment period, we are 
finalizing our proposal with certain 
modifications. The provisions are 
exempt from the PRA under 5 CFR 
1320.3(c) because the information 
collection will not impact 10 or more 
entities in a 12-month period. 


C. Associated Information Collections 
Not Specified in Regulatory Text 


In the CY 2015 OPPS/ASC proposed 
rule, we made reference to proposed 
associated information collection 
requirements that were not discussed in 
the regulation text contained in the 
proposed rule. The following is a 
discussion of those requirements, any 
public comments we received, and our 
responses to those public comments. 


1. Hospital OQR Program 


As we stated in section XIV. of the CY 
2012 OPPS/ASC final rule with 
comment period, the Hospital OQR 
Program has been generally modeled 
after the quality data reporting program 
for the Hospital IQR Program (76 FR 
74451). We refer readers to the CY 2011 
OPPS/ASC final rule with comment 
period (75 FR 72111 through 72114), the 
CY 2012 OPPS/ASC final rule with 
comment period (76 FR 74549 through 
74554), the CY 2013 OPPS/ASC final 
rule with comment period (77 FR 68527 
through 68532), and the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75170 through 75172) for detailed 
discussions of Hospital OQR Program 
information collection requirements we 
have previously finalized. 


a. Revisions to the CY 2016 Payment 
Determination Estimates 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75103), we 
finalized the adoption of four new 
measures for the CY 2016 payment 
determination and subsequent years: (1) 
OP-27: Influenza Vaccination Coverage 
among Healthcare Personnel (NQF # 
0431); (2) OP 29: Endoscopy/Polyp 
Surveillance: Appropriate Follow-up 
Interval for Normal Colonoscopy in 
Average Risk Patients (NQF # 0658); (3) 
OP 30: Endoscopy/Polyp Surveillance: 
Colonoscopy Interval for Patients with a 
History of Adenomatous Polyps— 
Avoidance of Inappropriate Use (NQF # 
0659); and (4) OP—31: Cataracts— 
Improvement in Patient’s Visual 
Function within 90 Days Following 
Cataract Surgery (NQF # 1536). In the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75171), we 
estimated measures OP—29, OP—30, and 
OP-31 would require 40 hours of 
reporting per quarter (96 cases x 0.417 
hours). We also estimated that reporting 
these measures via our Web-based tool 
would take 10 minutes (or 0.167 hours) 
per measure per year (or 2.5 minutes for 
each quarter’s data, which are submitted 
on an annual basis) (78 FR 75171 
through 75172). 

We noted in section XIILD.2. of the 
CY 2015 OPPS/ASC proposed rule and 
this final rule with comment period that 
we have delayed reporting for OP—29 
and OP-30 for the CY 2016 payment 
determination by one quarter. Therefore, 
we estimate a reduction in burden of 40 
hours for each of these measures (40 
hours per quarter for reporting + 2.5 
minutes of reporting via the Web-based 
tool) per hospital for the CY 2016 
payment determination. In addition, in 
section XIII.D.3. of the CY 2015 OPPS/ 
ASC proposed rule and this final rule 
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with comment period, we are finalizing 
our proposal to exclude OP-—31 from the 
CY 2016 payment determination 
measure set. Therefore, we estimate that 
there will be no burden for reporting 
OP-31 for the CY 2016 payment 
determination, and an overall reduction 
in burden of 160 hours ((40 hours per 
quarter for reporting x 4 quarters) 
+ 0.167 hours per year for reporting via 
the Web-based tool) per hospital for the 
CY 2016 payment determination. 
Combining the estimated reductions 
in burden for all three of these 
measures, we estimate a total reduction 
in burden of 240 hours (40 hours + 40 
hours + 160 hours) per hospital for the 
CY 2016 payment determination due to 
delayed data collection for OP-29 and 
OP-30 and the exclusion of OP—31. We 
estimate that approximately 3,300 
hospitals will participate in the Hospital 
OQR Program for the CY 2016 payment 
determination. Therefore, we estimate a 
total reduction in burden of 792,000 
hours (240 hours x 3,300 hospitals) for 
the CY 2016 payment determination 
from our original estimate of 1.6 million 
hours (160 hours/measure x 3 measures 
x 3,300 hospitals) as discussed in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75171 through 
75172) for all hospitals participating in 
the Hospital OQR Program based on the 
data collection delays for OP—29 and 
OP-30 and the exclusion of OP-31. In 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75171), we 
estimated that these measures would 
result in a financial burden of $30 per 
hour. Therefore, we estimate that the 
changes to these three measures will 
result in a reduction in financial burden 
of $23.8 million ($30/hour x 792,000 
hours) for the CY 2016 payment 
determination from our original 
estimate of $76.8 million ($1.6 million 
x $30) as discussed in the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75171 through 75172). 


b. Hospital OQR Program Requirements 
for the CY 2017 Payment Determination 
and Subsequent Years 


As we stated in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75171), we believe there is a burden 
associated with successful participation 
in the Hospital OQR Program, where 
successful participation results in a full 
annual payment update (APU) for the 
particular payment determination. For 
the reasons stated in that rule, we 
believe that the burden associated with 
these requirements is 42 hours per 
hospital or 138,600 hours for all 
hospitals for the CY 2017 payment 
determination and subsequent years. We 
estimate a financial burden for these 


requirements of $4.2 million ($30/hour 
x 138,600) for all hospitals. 


(1) Claims-Based Measures for the CY 
2017 and CY 2018 Payment 
Determinations and Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68530) for detailed 
discussions of the information 
collection requirements for the 
previously finalized claims-based 
measures (OP—8, OP—9, OP—10, OP—11, 
OP-13, OP-14, and OP-15). In section 
XIILE. of this final rule with comment 
period, we are finalizing our proposal to 
adopt one additional claims-based 
measure, OP-32: Facility Seven-Day 
Risk-Standardized Hospital Visit Rate 
after Outpatient Colonoscopy, but are 
finalizing its inclusion in the measure 
set for the CY 2018 payment 
determination and subsequent years 
instead of for the CY 2017 payment 
determination and subsequent years as 
proposed. Before publicly reporting this 
measure, however, we will conduct a 
dry run (a preliminary analysis) for 
facilities to review their performance 
and provide feedback. For more detailed 
information about the dry run, we refer 
readers to our discussion in section 
XIILE. of this final rule with comment 
period. 

As we noted in the CY 2013 OPPS/ 
ASC final rule with comment period (77 
FR 68530) and consistent with the 
modifications we are finalizing in this 
final rule with comment period, we 
calculate claims-based measures using 
Medicare FFS claims data that do not 
require additional hospital data 
submissions. 


(2) Chart-Abstracted Measures for the 
CY 2017 Payment Determination and 
Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68530 through 68531) and 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75171) for 
detailed discussions of the information 
collection requirements for the 
previously finalized chart-abstracted 
measures (OP—1, OP—2, OP—3, OP+4, 
OP-5, OP-6, OP-7, OP—18, OP—20, OP- 
21, OP-22, OP—23, OP—29, OP-30, and 
OP-31). 

In the CY 2015 OPPS/ASC proposed 
rule (79 FR 41034), we proposed to 
remove three chart-abstracted measures 
from the Hospital OQR Program 
beginning with the CY 2017 payment 
determination, OP—4: Aspirin at Arrival 
(NQF # 0286); OP-6: Timing of 
Prophylactic Antibiotics; and OP—7: 
Perioperative Care: Prophylactic 
Antibiotic Selection for Surgical 





Patients (NQF # 0528). In section 
XIIIL.C.3. of this final rule with comment 
period, we are finalizing our proposal to 
remove two of these measures (OP-—6 
and OP-7) from the Hospital OQR 
Program for the CY 2017 payment 
determination and subsequent years. We 
are not finalizing our proposal to 
remove OP—4 and refer readers to 
section XIII.C.3. of this final rule with 
comment period for a detailed 
discussion. We previously estimated 
that each participating hospital will 
spend 35 minutes (or 0.583 hours) per 
case to collect and submit the data 
required for the chart-abstracted 
measures finalized for the CY 2015 
payment determination and subsequent 
years (OP—1, OP—2, OP—3, OP—4, OP-5, 
OP-6, OP 7, OP—18, OP—20, OP—21, OP- 
22, and OP—23) (78 FR 75171). Because 
we are finalizing our proposals to 
remove two of these measures, we 
believe that the time to chart-abstract 
measures will be reduced by 16.7 
percent (2 of 12 measures) per case. 
Therefore, we estimate that hospitals 
will spend approximately 29 minutes 
(0.483 hours) per case to collect and 
submit these data. 

Data submitted for the CY 2014 
payment determination indicate that the 
average hospital will submit 
approximately 1,266 cases per year for 
these measures. Therefore, as a result of 
our removal of 2 chart-abstracted 
measures, we estimate that the time it 
will take for the average hospital to 
abstract data for all of the chart- 
abstracted measures will be 612 hours 
per year (1,266 cases x 0.483 hours). We 
estimate that there will be 
approximately 3,300 hospitals that 
participate in the Hospital OQR Program 
for the CY 2017 payment determination 
and subsequent years. Therefore, we 
estimate that the chart-abstracted 
measures for the CY 2017 payment 
determination and subsequent years 
will result in a burden of 2.02 million 
hours (612 hours x 3,300 hospitals) for 
all participating hospitals, for a total 
financial burden of approximately $61 
million (2.02 million hours x $30/hour). 

In addition, in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75171), we estimated that OP—29 and 
OP-30 would require 25 minutes (0.417 
hours) per case per measure to chart- 
abstract. We also estimated that 
hospitals would abstract 384 cases per 
year for each of these measures. Our 
estimate for the CY 2017 payment 
determination and subsequent years has 
not changed from last year’s estimate 
(although, as noted above, we have 
changed our estimate for the CY 2016 
payment determination based on the 
delay of reporting OP—29 and OP-30). 
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Therefore, for the CY 2017 payment 
determination and subsequent years, we 
estimate a burden of 1.1 million hours 
(3,300 hospitals x 0.417 hours/case x 
384 case/measure x 2 measures) for all 
participating hospitals for OP—29 and 
OP-30 for a total financial burden of 
approximately $33 million ($30/hour x 
1.1 million hours). 

In section XIII.D.3. of this final rule 
with comment period, we are finalizing 
our proposal to exclude OP—31 from the 
CY 2016 payment determination 
measure set and, for the CY 2017 
payment determination and subsequent 
years, to change this measure from 
required to voluntary. Hospitals will not 
be subject to a payment reduction with 
respect to this measure for the CY 2016 
payment determination or during the 
period of voluntary reporting. We 
continue to believe this measure 
addresses an important area of care, and 
anticipate that many facilities will 
report this measure on a voluntary basis. 
In the CY 2014 ASC/OPPS final rule 
with comment period (78 FR 75171), we 
estimated that OP—31 would require 25 
minutes (0.417 hours) per case to chart- 
abstract. We also estimated that 
hospitals would abstract 384 cases per 
year for this measure. We estimate that 
approximately 20 percent of hospitals 
(660 hospitals (3,300 hospitals x 0.2)) 
will elect to report this measure on a 
voluntary basis. Therefore, we are 
revising the estimated burden for this 
measure to 105,685 hours (660 hospitals 
x 0.417 hours/case x 384 cases) for 
participating hospitals for the CY 2017 
payment determination and subsequent 
years, for a total financial burden of 
approximately $3.2 million ($30/hour x 
105,685 hours). 

Therefore, for the chart-abstracted 
measures, we estimate a total burden for 
all participating hospitals of 3.23 
million hours (2.02 million hours + 
105,685 hours + 1.1 million hours) and 
$96.9 million (3.23 million hours x $30/ 
hour) for the CY 2017 payment 
determination and subsequent years. 


(3) Web-Based Measures Submitted 
Directly to CMS for the CY 2017 
Payment Determination and Subsequent 
Years 

We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75171) for detailed 
discussions of the information 
collection requirements for the 
previously finalized measures submitted 
via the Web-based tool. For the reasons 
stated in that final rule with comment 
period, we estimate that each 
participating hospital would spend 10 
minutes per measure per year to collect 
and submit the data for the six measures 


(OP-12, OP—17, OP—25, OP—26, OP—29, 
and OP-—30) submitted via the Web- 
based tool. Therefore, the estimated 
annual burden associated with these 
measures for all participating hospitals 
is 3,307 hours (3,300 hospitals x 0.167 
hours/measure x 6 measures/hospital) 
for the CY 2017 payment determination 


and pr. years. 
As stated above, in section XIII.D.3. of 


this final rule with comment period, we 
are finalizing our proposal that hospitals 
have the option to voluntarily collect 
and submit OP—31 data beginning with 
the CY 2015 encounter period for the 
CY 2017 payment determination and 
subsequent years; failing to report this 
measure will not affect hospitals’ 
payment determinations for CY 2017 
and subsequent years. We continue to 
believe this measure addresses an 
important area of care and estimate that 
approximately 20 percent of hospitals or 
660 hospitals (3,300 hospitals x 0.2) will 
elect to report this measure on a 
voluntary basis. Therefore, we are 
revising the estimated burden for this 
measure for all participating hospitals to 
111 hours (660 hospitals x 0.167 hours) 
for the CY 2017 payment determination 
and subsequent years. 

Moreover, we estimate that the 
financial burden incurred for the Web- 
based submission of these measures for 
all participating hospitals will be 
$119,070 ($30/hour x (3,858 hours + 111 
hours)) for the CY 2017 payment 
determination and subsequent years. 


(4) NHSN HAI Measure for the CY 2017 
Payment Determination and Subsequent 
Years 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75172) for detailed 
discussions of the information 
collection requirements for OP—27: 
Influenza Vaccination Coverage among 
Healthcare Personnel. In section 
XIII.D.1. of this final rule with comment 
period, we are clarifying the submission 
deadline for this measure. We do not 
believe there will be a change in burden 
due to this clarification because it was 
a typographical error and our previous 
estimates were based on the correct 
submission timeframe. We also noted 
that facilities should collect and submit 
a single vaccination count for each 
health care facility enrolled in NHSN by 
the facility OrgID. Although we believe 
an overall reduction in burden will 
occur because hospitals will only be 
required to submit this information once 
for both the Hospital IQR Program and 
the Hospital OQR Program, we do not 
believe there is a reduction in burden 
that is directly attributable to the 
Hospital OQR Program. That is, this 


requirement is independent of the 
Hospital IQR Program requirements. 
Therefore, our burden analysis remains 
the same. For the reasons discussed in 
the CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75172), we 
estimate a total burden for all 
participating hospitals of 106,940 hours 
and a total financial burden of 
$3,208,203 associated with this 
measure. 


c. Review and Corrections Period 
Requirements for the CY 2017 Payment 
Determination and Subsequent Years 


In section XIII.H.2.f. of this final rule 
with comment period, we are finalizing 
our proposal to formalize that the time 
during which hospitals submit chart- 
abstracted data is the review and 
corrections period for those data. 
Because this proposal does not require 
hospitals to submit additional data, we 
do not believe it will increase burden 
for these hospitals. 


d. Hospital OQR Program Validation 
Requirements for the CY 2017 Payment 
Determination and Subsequent Years 


In sections XIII.H.3.b. and XIII.H.3.e. 
of this final rule with comment period, 
we are finalizing three changes to our 
validation procedures: (1) A hospital 
will be eligible for random selection for 
validation if it submits at least 12 cases 
to the Hospital OQR Program Clinical 
Data Warehouse during the quarter 
containing the most recently available 
data (we note that this is a modification 
of our proposal that a hospital would be 
eligible for random selection for 
validation if it submitted 1 case); (2) 
hospitals will have the option to either 
submit paper copies of patient charts or 
securely transmit electronic versions of 
medical information for validation; and 
(3) hospitals must identify the medical 
records staff responsible for submission 
of records under the Hospital OQR 
Program to the designated CMS 
contractor. We do not believe that these 
changes to the eligibility requirements 
will result in additional burden because 
we will continue to select 500 hospitals 
for validation consistent with our 
previous burden estimates indicate (78 
FR 75172). In addition, we do not 
believe requiring hospitals to identify 
the medical records staff responsible for 
submission of records will result in 
additional burden since hospitals must 
already submit this information to our 
designated contractors (the State QIO), 
and only the contractor to whom the 
data is submitted may change. However, 
we do believe that the second 
requirement regarding the method of 
submission may result in a change in 
burden. 
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We are finalizing our proposal that 
the requirement to submit patient charts 
for validation of Hospital OQR Program 
data may be met by employing either of 
the following options: (1) A hospital 
may submit paper medical records, the 
form in which we have historically 
requested them; or (2) a hospital may 
securely transmit electronic versions of 
medical information beginning in the 
CY 2017 payment determination and for 
subsequent years. We are finalizing our 
proposal that hospitals that choose to 
securely transmit electronic versions of 
medical information should either: (1) 
download or copy the digital image (that 
is., a PDF) of the patient chart onto an 
encrypted CD, DVD, or flash drive and 
ship the encrypted electronic media 
following instructions specified on the 
QualityNet Web site; or (2) securely 
submit PDFs of patient charts using a 
Secure File Transfer Portal on the 
QualityNet Web site. In the FY 2014 
IPPS/LTCH PPS final rule (78 FR 50834 
through 50835), the Hospital IQR 
Program previously finalized a similar 
policy that also allows hospitals to 
submit electronic versions of records for 
validation using the first method. In the 
FY 2015 IPPS/LTCH PPS final rule, the 
Hospital IQR Program finalized secure 
submission of digital images via a 
Secure File Transfer Portal (79 FR 
50269). For the same reasons outlined in 
the Hospital IQR Program (78 FR 
50956), we are finalizing our proposal to 
set a reimbursement rate of $3.00 per 
patient chart submitted electronically 
(using either of the finalized methods 
for electronic submission) for validation 
for the CY 2017 payment determination 
and subsequent years. We will continue 
to reimburse hospitals at a rate of 12 
cents per page, plus shipping, for 
records provided on paper (76 FR 
74577). 


The burden associated with validation 
is the time and effort necessary to 
submit validation data to the CMS 
contractor. For some hospitals, we 
believe that submitting these data 
electronically may result in a reduction 
in burden; for others we believe that 
submitting paper copies will be the least 
burdensome option. As we have 
previously stated in the CY 2014 OPPS/ 
ASC final rule with comment period, we 
sample 500 hospitals for validation, and 
we estimate that it will take each 
hospital 12 hours to comply with the 
data submission requirements (78 FR 
75172). Therefore, because the number 
of hospitals we sample for validation 
will remain the same, we estimate a 
total burden of approximately 6,000 
hours (500 hospitals x 12 hours/ 
hospital) and a total financial impact of 


$180,000 ($30/hour x 6,000 hours) for 
the CY 2017 payment determination and 
subsequent years. 


e. Extraordinary Circumstances 
Extensions or Exemptions Process 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68489), the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75119 through 75120), 
and 42 CFR 419.46(d) for a complete 
discussion of our extraordinary 
circumstances extension or waiver 
process under the Hospital OQR 
Program. In this final rule with 
comment period, we are finalizing our 
proposal to change the phrase 
“extension or waiver’ to “extension or 
exemption” throughout the regulation. 
In section XIII.J. of this final rule with 
comment period, we note that we intend 
to make certain changes to the form to 
ensure that the form is consistent across 
CMS quality reporting programs. We do 
not anticipate that these minor changes 
will affect the collection of information 
burden estimates for this process. 


f. Reconsideration and Appeals 


While there is burden associated with 
filing a reconsideration request, the 
regulations at 5 CFR 1320.4 for the PRA 
(44 U.S.C. 3518(c)(1)(B)) exclude 
collection activities during the conduct 
of administrative actions such as 
reconsiderations or appeals. 

We invited public comment on the 
burden associated with these 
information collection requirements. We 
did not receive any public comments on 
this burden. 


2. ASCQR Program Requirements 


a. Background 


We refer readers to the CY 2012 
OPPS/ASC final rule with comment 
period (76 FR 74554), the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53672), the 
CY 2013 OPPS/ASC final rule with 
comment period (77 FR 68532 through 
68533), and the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75172 through 75174) for detailed 
discussions of the ASCQR Program 
information collection requirements we 
have previously finalized. 


b. Revisions to the CY 2016 Payment 
Determination Estimates 


In the CY 2014 OPPS/ASC final rule 
with comment period (78 FR 75124 
through 75130), we finalized the 
adoption of three new measures for the 
CY 2016 payment determination and 
subsequent years: ASC-9: Endoscopy/ 
Polyp Surveillance: Appropriate 
Follow-up Interval for Normal 
Colonoscopy in Average Risk Patients 


(NQF # 0658); ASC-10: Endoscopy/ 
Polyp Surveillance: Colonoscopy 
Interval for Patients with a History of 
Adenomatous Polyps—Avoidance of 
Inappropriate Use (NQF # 0659); and 
ASC-11: Cataracts—Improvement in 
Patient’s Visual Function within 90 
Days Following Cataract Surgery (NQF # 
1536). In that final rule with comment 
period, we estimated that each 
participating ASC would spend 35 
minutes per case to collect and submit 
the data for these measures, resulting in 
a total estimated burden for ASCs with 
a single case per ASC of 3,067 hours 
(5,260 ASCs x 0.583 hours per case per 
ASC). We also stated that we expected 
ASCs would vary greatly as to the 
number of cases per ASC due to ASC 
specialization (78 FR 75173). 

As we stated in section XIV.E.3. of the 
CY 2015 OPPS/ASC proposed rule and 
this final rule with comment period, we 
have delayed reporting for ASC-9 and 
ASC-10 for the CY 2016 payment 
determination by one quarter. Therefore, 
we estimate a 25-percent reduction in 
cases and burden for these measures for 
the CY 2016 payment determination. As 
we stated in section XIV.E.3.c. of the CY 
2015 OPPS/ASC proposed rule and this 
final rule with comment period, we 
delayed reporting of ASC-11 by 1 year. 
We also are finalizing our proposal to 
exclude ASC-11 from the CY 2016 
payment determination measure set. As 
a result, we do not believe there would 
be any burden associated with this 
measure for the CY 2016 payment 
determination. 


c. Claims-Based Measures for the CY 
2017 Payment Determination and 
Subsequent Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68532) and CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75172 through 75174) for 
detailed discussions of the information 
collection requirements for the five 
previously-adopted claims-based 
ASCQR Program measures (four 
outcome measures and one process 
measure). The five previously adopted 
measures are: ASC—1: Patient Burn 
(NQF # 0263); ASC-2: Patient Fall (NQF 
# 0266); ASC-3: Wrong Site, Wrong 
Side, Wrong Patient, Wrong Procedure, 
Wrong Implant (NQF # 0267); ASC—4: 
Hospital Transfer/Admission (NQF # 
0265); and ASC-5: Prophylactic 
Intravenous (IV) Antibiotic Timing 
(NQF # 0264). For the reasons we 
discussed in the CY 2014 OPPS/ASC 
final rule with comment period (78 FR 
75172 through 75173), we estimate that 
the reporting burden to report Quality 
Data Codes (QDCs) for these five claims- 
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based outcome measures would be 
nominal for the CY 2017 payment 
determination and for subsequent years. 

In section XIV.B.5. of this final rule 
with comment period, we are finalizing 
our proposal to add one additional 
claims-based measure to the ASCQR 
Program, but are finalizing its inclusion 
in the measure sets for the CY 2018 
payment determination and subsequent 
years, instead of the measure set we 
proposed for the CY 2017 payment 
determination and subsequent years. 
Before publicly reporting this measure, 
we plan to perform a dry run (a 
preliminary analysis) of the measure in 
2015. We refer readers to section 
XIV.B.5 of this final rule with comment 
period for a detailed discussion of the 
dry run. 

Because this measure, ASC-12: 
Facility Seven-Day Risk-Standardized 
Hospital Visit Rate after Outpatient 
Colonoscopy, will be computed by CMS 
based on paid Medicare FFS claims, and 
will not require ASCs to submit QDCs, 
we do not anticipate that this measure 
would create additional burden to ASCs 
during the dry run or for the CY 2018 
payment determination and subsequent 
years. 


d. Web-Based Measures for the CY 2017 
Payment Determination and Subsequent 
Years 


We refer readers to the CY 2013 
OPPS/ASC final rule with comment 
period (77 FR 68532) and CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 75172 through 75174) for 
detailed discussions of the information 
collection requirements for the five 
previously-adopted Web-based 
measures, excluding ASC-11, which we 
proposed for voluntary inclusion in the 
ASCQR Program for the CY 2017 
payment determination and subsequent 
years. The five previously adopted 
measures are: ASC-6: Safe Surgery 
Checklist Use; ASC-7: ASC Facility 
Volume Data on Selected ASC Surgical 
Procedures; ASC-8: Influenza 
Vaccination Coverage Among 
Healthcare Personnel (NQF # 0431); 
ASC-9: Endoscopy/Polyp Surveillance: 
Appropriate Follow-Up Interval for 
Normal Colonoscopy in Average Risk 
Patients (NQF # 0658); and ASC-10: 
Endoscopy/Polyp Surveillance: 
Colonoscopy Interval for Patients with a 
History of Adenomatous Polyps- 
Avoidance of Inappropriate Use (NQF # 
0659). 

For the reasons we discussed in the 
CY 2014 OPPS/ASC final rule with 
comment period (78 FR 75173 through 
75174), we estimate that the reporting 
burden for the ASC-6: Safe Surgery 
Checklist Use and the ASC-7: ASC 


Facility Volume measures would be 
1,756 hours (5,260 ASCs x 2 measures 
x 0.167 hours per ASC) and $52,680 
(1,756 hours x $30.00 per hour) 
annually for the CY 2017 payment 
determination and for subsequent years. 
For the reasons discussed in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 75173 through 
75174), we estimate that the reporting 
burden for the ASC-8: Influenza 
Vaccination Coverage Among 
Healthcare Personnel (NQF #0431) 
measure would be 18,005 hours and 
$540,150 (18,005 hours x $30.00 per 
hour) annually for the CY 2017 payment 
determination and for subsequent years. 
For the reasons discussed in the CY 
2014 OPPS/ASC final rule with 
comment period (78 FR 75173 through 
75174), we estimate that the reporting 
burden for ASCs with a single case per 
ASC for the chart-abstracted ASC-9: 
Endoscopy/Polyp Surveillance: 
Appropriate Follow-Up Interval for 
Normal Colonoscopy in Average Risk 
Patients (NQF # 0658) and ASC-10: 
Endoscopy/Polyp Surveillance: 
Colonoscopy Interval for Patients with a 
History of Adenomatous Polyps- 
Avoidance of Inappropriate Use (NQF # 
0659) measures would be 3,067 hours 
and $92,010 (3,067 hours x $30.00 per 
hour) annually for the CY 2017 payment 
determination and for subsequent years. 
In section XIV.E.3.c. of this final rule 
with comment period, we are finalizing 
our proposal that data collection and 
submission be voluntary for the CY 
2017 payment determination and 
subsequent years for ASC-—11: Cataracts: 
Improvement in Patient’s Visual 
Function within 90 Days Following 
Cataract Surgery (NQF # 1536), meaning 
we would not subject ASCs to a 
payment reduction with respect to this 
measure during the period of voluntary 
reporting. We continue to believe this 
measure addresses an important area of 
care, and anticipate that many facilities 
will report this measure on a voluntary 
basis. In the CY 2014 ASC/OPPS final 
rule with comment period (78 FR 
75173), we estimated that each 
participating ASC would spend 35 
minutes per case to collect and submit 
the data for this measure, making the 
total estimated burden for ASCs with a 
single case per ASC 3,067 hours (5,260 
ASCs x 0.583 hours per case per ASC) 
annually. We expect that ASCs would 
vary greatly as to the number of cases 
per ASC due to ASC specialization. We 
estimate that approximately 20 percent 
of ASCs would elect to report this 
measure on a voluntary basis; therefore, 
we estimate the total estimated burden 
for ASCs with a single case per ASC to 
be 613 hours (1,052 ASCs x 0.583 hours 


per case per ASC) and $18,390 (613 
hours x $30.00 per hour) annually for 
the CY 2017 payment determination and 
subsequent years. 


e. Extraordinary Circumstances 
Extension or Exemptions Process 


We refer readers to the FY 2013 IPPS/ 
LTCH PPS final rule (77 FR 53642 
through 53643) and the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75140) for a complete discussion of 
our extraordinary circumstances 
extension or waiver process under the 
ASCQR Program. In the CY 2015 OPPS/ 
ASC proposed rule, we did not propose 
to make any substantive changes to this 
process. However, in the future, we will 
refer to the process as the extraordinary 
circumstances extensions or exemptions 
process. In section XIV.E.7. of this final 
rule with comment period, we note that 
we intend to make certain changes to 
the form to ensure that the form is 
consistent across CMS quality reporting 
programs. We do not anticipate that 
these minor changes would affect the 
burden estimates for this process. 


f. Reconsideration 


While there is burden associated with 
filing a reconsideration request, the 
regulations at 5 CFR 1320.4 for the PRA 
(44 U.S.C. 3518(c)(1)(B)) exclude 
collection activities during the conduct 
of administrative actions such as 
reconsiderations. 

We invited public comment on the 
burden associated with these 
information collection requirements. We 
did not receive any public comments on 
this burden. 


XX. Waiver of Proposed Rulemaking 
and Response to Comments 


A. Waiver of Proposed Rulemaking 


We ordinarily publish a notice of 
proposed rulemaking in the Federal 
Register and invite public comment on 
a proposed rule. The notice of proposed 
rulemaking includes a reference to the 
legal authority under which the rule is 
proposed, and the terms and substance 
of the proposed rule or a description of 
the subjects and issues involved. This 
procedure can be waived, however, if an 
agency finds good cause that a notice- 
and-comment procedure is 
impracticable, unnecessary, or contrary 
to the public interest and incorporates a 
statement of the finding and its reasons 
in the rule issued. 

We utilize HCPCS codes for Medicare 
payment purposes. The HCPCS is a 
national coding system comprised of 
Level I codes (CPT codes) and Level II 
codes that are intended to provide 
uniformity to coding procedures, 
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services, and supplies across all types of 
medical providers and suppliers. CPT 
codes are copyrighted by the AMA and 
consist of several categories, including 
Category I codes which are 5-digit 
numeric codes, and Category III codes 
which are temporary codes to track 
emerging technology, services, and 
procedures. The AMA issues an annual 
update of the CPT code set each Fall, 
with January 1 as the effective date for 
implementing the updated CPT codes. 
The HCPCS, including both CPT codes 
and Level II codes, is similarly updated 
annually on a calendar year basis. 
Annual coding changes are not available 
to the public until the Fall immediately 
preceding the annual January update of 
the OPPS and the ASC payment system. 
Because of the timing of the release of 
these new codes, it is impracticable for 
us to provide prior notice and solicit 
comment on these codes and the 
payments assigned to them in advance 
of publication of the final rule that 
implements the OPPS and the ASC 
payment system. However, it is 
imperative that these coding changes be 
accounted for and recognized timely 
under the OPPS and the ASC payment 
system for payment because services 
represented by these codes will be 
provided to Medicare beneficiaries in 
hospital outpatient departments and 
ASCs during the calendar year in which 
they become effective. Moreover, 
regulations implementing the HIPAA 
(42 CFR Parts 160 and 162) require that 
the HCPCS be used to report health care 
services, including services paid under 
the OPPS and the ASC payment system. 
We assign interim payment amounts 
and status indicators to any new codes 
according to our assessment of the most 
appropriate APC based on clinical and 
resource homogeneity with other 
procedures and services in the APC. If 
we did not assign payment amounts to 
new codes on an interim basis, the 
alternative would be to not pay for these 
services during the initial calendar year 
in which the codes become effective. 
We believe it would be contrary to the 
public interest to delay establishment of 
payment amounts for these codes. 

Therefore, we find good cause to 
waive the notice of proposed 
rulemaking for the establishment of 
payment amounts for selected HCPCS 
codes identified with comment 
indicator ‘““NI’’ in Addendum B and 
Addendum BB to this final rule with 
comment period. We are providing a 60- 
day public comment period. 


B. Response to Comments 


Because of the large number of public 
comments we normally receive on 
Federal Register documents, we are not 


able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the DATES section of 
this final rule with comment period, 
and, when we proceed with a 
subsequent document(s), we will 
respond to those comments in the 
preamble to that document. 


XXI. Economic Analyses 
A. Regulatory Impact Analysis 
1. Introduction 


We have examined the impacts of this 
final rule with comment period, as 
required by Executive Order 12866 on 
Regulatory Planning and Review 
(September 30, 1993), Executive Order 
13563 on Improving Regulation and 
Regulatory Review (January 18, 2011), 
the Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96-354), 
section 1102(b) of the Social Security 
Act, section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
(March 22, 1995, Pub. L. 104-4), 
Executive Order 13132 on Federalism 
(August 4, 1999), and the Contract with 
America Advancement Act of 1996 
(Pub. L. 104-121) (5 U.S.C. 804(2)). This 
section of the final rule with comment 
period contains the impact and other 
economic analyses for the provisions 
that we are finalizing. 

Executive Orders 12866 and 13563 
direct agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). Executive Order 13563 
emphasizes the importance of 
quantifying both costs and benefits, of 
reducing costs, of harmonizing rules, 
and of promoting flexibility. This final 
rule with comment period has been 
designated as an economically 
significant rule under section 3(f)(1) of 
Executive Order 12866 and a major rule 
under the Contract with America 
Advancement Act of 1996 (Pub. L. 104— 
121). Accordingly, this final rule with 
comment period has been reviewed by 
the Office of Management and Budget. 
We have prepared a regulatory impact 
analysis that, to the best of our ability, 
presents the costs and benefits of this 
final rule with comment period. We 
solicited comments on the regulatory 
impact analysis in the proposed rule, 
and we address the public comments we 
received in this section below and in 
other sections of this final rule with 
comment period as appropriate. 


2. Statement of Need 


This final rule with comment period 
is necessary to update the Medicare 
hospital OPPS rates. It is necessary to 
make changes to the payment policies 
and rates for outpatient services 
furnished by hospitals and CMHCs in 
CY 2015. We are required under section 
1833(t)(3)(C)(ii) of the Act to update 
annually the OPPS conversion factor 
used to determine the payment rates for 
APCs. We also are required under 
section 1833(t)(9)(A) of the Act to 
review, not less often than annually, 
and revise the groups, the relative 
payment weights, and the wage and 
other adjustments described in section 
1833(t)(2) of the Act. We must review 
the clinical integrity of payment groups 
and relative payment weights at least 
annually. We are revising the APC 
relative payment weights using claims 
data for services furnished on and after 
January 1, 2013, through and including 
December 31, 2013 and processed 
through June 30, 2014, and updated cost 
report information. 

This final rule with comment period 
also is necessary to update the ASC 
payment rates for CY 2015, enabling 
CMS to make changes to payment 
policies and payment rates for covered 
surgical procedures and covered 
ancillary services that are performed in 
an ASC in CY 2015. Because ASC 
payment rates are based on the OPPS 
relative payment weights for the 
majority of the procedures performed in 
ASCs, the ASC payment rates are 
updated annually to reflect annual 
changes to the OPPS relative payment 
weights. In addition, we are required 
under section 1833(i)(1) of the Act to 
review and update the list of surgical 
procedures that can be performed in an 
ASC not less frequently than every 2 
years, 


3. Overall Impacts for the OPPS and 
ASC Payment Provisions 


We estimate that the total increase in 
Federal government expenditures under 
the OPPS for CY 2015 compared to CY 
2014 due to the changes in this final 
rule with comment period, will be 
approximately $900 million. Taking into 
account our estimated changes in 
enrollment, utilization, and case-mix, 
we estimate that the OPPS expenditures 
for CY 2015 will be approximately 
$5.135 billion higher relative to 
expenditures in CY 2014. Because this 
final rule with comment period is 
economically significant as measured by 
the threshold of an additional $100 
million in expenditures in one year, we 
have prepared this regulatory impact 
analysis that, to the best of our ability, 
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presents its costs and benefits. Table 49 
displays the redistributional impact of 
the CY 2015 changes in OPPS payment 
to various groups of hospitals and for 
CMHCs. 

We estimate that the update to the 
conversion factor and other adjustments 
(not including the effects of outlier 
payments, the pass-through estimates, 
and the application of the frontier State 
wage adjustment for CY 2015) will 
increase total OPPS payments by 2.2 
percent in CY 2015. The changes to the 
APC weights, the changes to the wage 
indexes, the continuation of a payment 
adjustment for rural SCHs, including 
EACHs, and the payment adjustment for 
cancer hospitals will not increase OPPS 
payments because these changes to the 
OPPS are budget neutral. However, 
these updates will change the 
distribution of payments within the 
budget neutral system. We estimate that 
the total change in payments between 
CY 2014 and CY 2015, considering all 
payments, including changes in 
estimated total outlier payments, pass- 
through payments, and the application 
of the frontier State wage adjustment 
outside of budget neutrality, in addition 
to the application of the OPD fee 
schedule increase factor after all 
adjustments required by sections 
1833(t)(3)(F), 1833(t)(3)(G), and 
1833(t)(17) of the Act, will increase total 
estimated OPPS payments by 2.3 
percent. 

We estimate the total increase (from 
changes to the ASC provisions in this 
final rule with comment period as well 
as from enrollment, utilization, and 
case-mix changes) in Medicare 
expenditures under the ASC payment 
system for CY 2015 compared to CY 
2014 to be approximately $236 million. 
Because the provisions for the ASC 
payment system are part of a final rule 
that is economically significant as 
measured by the $100 million threshold, 
we have prepared a regulatory impact 
analysis of the changes to the ASC 
payment system that, to the best of our 
ability, presents the costs and benefits of 
this portion of the final rule with 
comment period. Table 50 and Table 51 
of this final rule with comment period 
display the redistributional impact of 
the CY 2015 changes on ASC payment, 
grouped by specialty area and then 
grouped by procedures with the greatest 
ASC expenditures, respectively. 


4. Detailed Economic Analyses 


a. Estimated Effects of OPPS Changes in 
This Final Rule With Comment Period 


(1) Limitations of Our Analysis 


The distributional impacts presented 
here are the projected effects of the CY 


2015 policy changes on various hospital 
groups. As we did for the proposed rule, 
we post on the CMS Web site our 
hospital-specific estimated payments for 
CY 2015 with the other supporting 
documentation for this final rule with 
comment period. To view the hospital- 
specific estimates, we refer readers to 
the CMS Web site at: http:// 
www.cms.gov/Medicare/Medicare-Fee- 
for-Service-Payment/ 
HospitalOutpatientPPS/index.html. At 
the Web site, select “regulations and 
notices” from the left side of the page 
and then select ‘“CMS-—1613-FC”’ from 
the list of regulations and notices. The 
hospital-specific file layout and the 
hospital-specific file are listed with the 
other supporting documentation for this 
final rule with comment period. We 
show hospital-specific data only for 
hospitals whose claims were used for 
modeling the impacts shown in Table 
49 below. We do not show hospital- 
specific impacts for hospitals whose 
claims we were unable to use. We refer 
readers to section II.A. of this final rule 
with comment period for a discussion of 
the hospitals whose claims we do not 
use for ratesetting and impact purposes. 
We estimate the effects of the 
individual policy changes by estimating 
payments per service, while holding all 
other payment policies constant. We use 
the best data available, but do not 
attempt to predict behavioral responses 
to our policy changes. In addition, we 
do not make adjustments for future 
changes in variables such as service 
volume, service-mix, or number of 
encounters. In the CY 2015 OPPS/ASC 
proposed rule (79 FR 41068), we 
solicited public comment and 
information about the anticipated effects 
of our proposed changes on providers 
and our methodology for estimating 
them. Any public comments that we 
received are addressed in the applicable 
sections of the final rule with comment 
period that discuss the specific policies. 


(2) Estimated Effects of OPPS Changes 
on Hospitals 


Table 49 below shows the estimated 
impact of this final rule with comment 
period on hospitals. Historically, the 
first line of the impact table, which 
estimates the change in payments to all 
facilities, has always included cancer 
and children’s hospitals, which are held 
harmless to their pre-BBA amount. We 
also include CMHCs in the first line that 
includes all providers. We now include 
a second line for all hospitals, excluding 
permanently held harmless hospitals 
and CMHCs. 

We present separate impacts for 
CMHCs in Table 49, and we discuss 
them separately below, because CMHCs 


are paid only for partial hospitalization 
services under the OPPS and are a 
different provider type from hospitals. 
In CY 2015, we are continuing to pay 
CMHCs under APC 0172 (Level I Partial 
Hospitalization (3 services) for CMHCs) 
and APC 0173 (Level II Partial 
Hospitalization (4 or more services) for 
CMHCs), and we are paying hospitals 
for partial hospitalization services under 
APC 0175 (Level I Partial 
Hospitalization (3 services) for hospital- 
based PHPs) and APC 0176 (Level II 
Partial Hospitalization (4 or more 
services) for hospital-based PHPs). 

The estimated increase in the total 
payments made under the OPPS is 
determined largely by the increase to 
the conversion factor under the 
statutory methodology. The 
distributional impacts presented do not 
include assumptions about changes in 
volume and service-mix. The 
conversion factor is updated annually 
by the OPD fee schedule increase factor 
as discussed in detail in section II.B. of 
this final rule with comment period. 
Section 1833(t)(3)(C)(iv) of the Act 
provides that the OPD fee schedule 
increase factor is equal to the market 
basket percentage increase applicable 
under section 1886(b)(3)(B)(iii) of the 
Act, which we refer to as the IPPS 
market basket percentage increase. The 
IPPS market basket percentage increase 
for FY 2015 is 2.9 percent (79 FR 
49994). Section 1833(t)(3)(F)(i) of the 
Act reduces that 2.9 percent by the 
multifactor productivity adjustment 
described in section 1886(b)(3)(B)(xi) (1) 
of the Act, which is 0.5 percentage point 
for FY 2015 (which is also the MFP 
adjustment for FY 2015 in the FY 2015 
IPPS/LTCH PPS final rule (79 FR 
49994)); and sections 1833(t)(3)(F)(ii) 
and 1833(t)(3)(G)(iv) of the Act further 
reduce the market basket percentage 
increase by 0.2 percentage point, 
resulting in the OPD fee schedule 
increase factor of 2.2 percent. We are 
using the OPD fee schedule increase 
factor of 2.2 percent in the calculation 
of the CY 2015 OPPS conversion factor. 
Section 10324 of the Affordable Care 
Act, as amended by HCERA, further 
authorized additional expenditures 
outside budget neutrality for hospitals 
in certain frontier States that have a 
wage index less than 1.00. The amounts 
attributable to this frontier State wage 
index adjustment are incorporated in 
the CY 2015 estimates in Table 49. 

To illustrate the impact of the CY 
2015 changes, our analysis begins with 
a baseline simulation model that uses 
the CY 2014 relative payment weights, 
the FY 2014 final IPPS wage indexes 
that include reclassifications, and the 
final CY 2014 conversion factor. Table 
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49 shows the estimated redistribution of 
the increase in payments for CY 2015 
over CY 2014 payments to hospitals and 
CMHCs as a result of the following 
factors: The impact of the APC 
reconfiguration and recalibration 
changes between CY 2014 and CY 2015 
(Column 2); the wage indexes and the 
provider adjustments (Column 3); the 
combined impact of all the changes 
described in the preceding columns 
plus the 2.2 percent OPD fee schedule 
increase factor update to the conversion 
factor (Column 4); the combined impact 
shown in Column 4 plus the CY 2015 
frontier State wage index adjustment 
(Column 5); and the estimated impact 
taking into account all payments for CY 
2015 relative to all payments for CY 
2014, including the impact of changes 
in estimated outlier payments and 
changes to the pass-through payment 
estimate (Column 6). 


We did not model an explicit budget 
neutrality adjustment for the rural 
adjustment for SCHs because we are 
finalizing our proposal to maintain the 
current adjustment percentage for CY 
2015. Because the updates to the 
conversion factor (including the update 
of the OPD fee schedule increase factor), 
the estimated cost of the rural 
adjustment, and the estimated cost of 
projected pass-through payment for CY 
2015 are applied uniformly across 
services, observed redistributions of 
payments in the impact table for 
hospitals largely depend on the mix of 
services furnished by a hospital (for 
example, how the APCs for the 
hospital’s most frequently furnished 
services will change), and the impact of 
the wage index changes on the hospital. 
However, total payments made under 
this system and the extent to which this 
final rule with comment period will 
redistribute money during 
implementation also will depend on 
changes in volume, practice patterns, 
and the mix of services billed between 
CY 2014 and CY 2015 by various groups 
of hospitals, which CMS cannot 
forecast. 


Overall, we estimate that the rates for 
CY 2015 will increase Medicare OPPS 
payments by an estimated 2.3 percent. 
Removing payments to cancer and 
children’s hospitals because their 
payments are held harmless to the pre- 
OPPS ratio between payment and cost 
and removing payments to CMHCs 
results in an estimated 2.3 percent 
increase in Medicare payments to all 
other hospitals. These estimated 
payments will not significantly impact 
other providers. 





Column 1: Total Number of Hospitals 


The first line in Column 1 in Table 49 
shows the total number of facilities 
(4,006), including designated cancer and 
children’s hospitals and CMHCs, for 
which we were able to use CY 2013 
hospital outpatient and CMHC claims 
data to model CY 2014 and CY 2015 
payments, by classes of hospitals, for 
CMHCs and for dedicated cancer 
hospitals. We excluded all hospitals and 
CMHCs for which we could not 
plausibly estimate CY 2014 or CY 2015 
payment and entities that are not paid 
under the OPPS. The latter entities 
include CAHs, all-inclusive hospitals, 
and hospitals located in Guam, the U.S. 
Virgin Islands, Northern Mariana 
Islands, American Samoa, and the State 
of Maryland. This process is discussed 
in greater detail in section II.A. of this 
final rule with comment period. At this 
time, we are unable to calculate a 
disproportionate share hospital (DSH) 
variable for hospitals not participating 
in the IPPS. Hospitals for which we do 
not have a DSH variable are grouped 
separately and generally include 
freestanding psychiatric hospitals, 
rehabilitation hospitals, and long-term 
care hospitals. We show the total 
number of OPPS hospitals (3,871), 
excluding the hold-harmless cancer and 
children’s hospitals and CMHCs, on the 
second line of the table. We excluded 
cancer and children’s hospitals because 
section 1833(t)(7)(D) of the Act 
permanently holds harmless cancer 
hospitals and children’s hospitals to 
their ‘‘pre-BBA amount” as specified 
under the terms of the statute, and 
therefore, we removed them from our 
impact analyses. We show the isolated 
impact on 72 CMHCs at the bottom of 
the impact table and discuss that impact 
separately below. 


Column 2: APC Recalibration—All 
Changes 


Column 2 shows the estimated effect 
of APC recalibration. Column 2 also 
reflects any changes in multiple 
procedure discount patterns or 
conditional packaging that occur as a 
result of the changes in the relative 
magnitude of payment weights. As a 
result of APC recalibration, we estimate 
that urban hospitals will experience no 
change, with the impact ranging from an 
increase of 0.3 percent to a decrease of 
—0.1 percent, depending on the number 
of beds. Rural hospitals will experience 
no change, with the impact ranging from 
an increase of 0.3 percent to a decrease 
of —0.4 percent, depending on the 
number of beds. Major teaching 
hospitals will experience an increase of 
0.7 percent overall. 


Column 3: New Wage Indexes and the 
Effect of the Provider Adjustments 


Column 3 demonstrates the combined 
budget neutral impact of the APC 
recalibration; the updates for the wage 
indexes with the fiscal year (FY) 2015 
IPPS post-reclassification wage indexes; 
and the rural adjustment. We modeled 
the independent effect of the budget 
neutrality adjustments and the OPD fee 
schedule increase factor by using the 
relative payment weights and wage 
indexes for each year, and using a CY 
2014 conversion factor that included the 
OPD fee schedule increase and a budget 
neutrality adjustment for differences in 
wage indexes. 

Column 3 reflects the independent 
effects of the updated wage indexes, 
including the application of budget 
neutrality for the rural floor policy on a 
nationwide basis. This column excludes 
the effects of the frontier State wage 
index adjustment, which is not budget 
neutral and is included in Column 5. 
We did not model a budget neutrality 
adjustment for the rural adjustment for 
SCHs because we are finalizing our 
proposal to continue the rural payment 
adjustment of 7.1 percent to rural SCHs 
for CY 2015, as described in section ILE. 
of this final rule with comment period. 

We modeled the independent effect of 
updating the wage indexes by varying 
only the wage indexes, holding APC 
relative payment weights, service-mix, 
and the rural adjustment constant and 
using the CY 2015 scaled weights and 
a CY 2014 conversion factor that 
included a budget neutrality adjustment 
for the effect of changing the wage 
indexes between CY 2014 and CY 2015. 
The FY 2015 wage policy results in 
modest redistributions. 

There is no difference in impact 
between the CY 2014 cancer hospital 
payment adjustment and the CY 2015 
cancer hospital payment adjustment 
because we are finalizing our proposal 
to use the same payment-to-cost ratio 
target in CY 2015 as in CY 2014. 


Column 4: All Budget Neutrality 
Changes Combined With the Market 
Basket Update 


Column 4 demonstrates the combined 
impact of all the changes previously 
described and the update to the 
conversion factor of 2.2 percent. 
Overall, these changes will increase 
payments to urban hospitals by 2.3 
percent and to rural hospitals by 1.9 
percent. Most classes of hospitals will 
receive an increase in line with the 2.2 
percent overall increase after the update 
is applied to the budget neutrality 
adjustments. 
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Column 5: All Adjustments With the 
Frontier State Wage Index Adjustment 


This column shows the impact of all 
budget neutrality adjustments, 
application of the 2.2 percent OPD fee 
schedule increase factor, and the 
nonbudget-neutral impact of applying 
the CY 2015 frontier State wage 
adjustment. Rural hospitals in West 
North Central and Mountain States will 
experience estimated increases in 
payment of 3.4 and 4.2 percent, 
respectively, as a result of the frontier 
State wage index adjustment, while 
urban hospitals in those States will 
experience estimated increases of 3.2 
and 2.5 percent, respectively. 


Column 6: All Changes for CY 2015 


Column 6 depicts the full impact of 
the CY 2015 policies on each hospital 
group by including the effect of all of 
the changes for CY 2015 and comparing 
them to all estimated payments in CY 
2014. Column 6 shows the combined 
budget neutral effects of Column 2 and 
3; the OPD fee schedule increase; the 
impact of the frontier State wage index 
adjustment; the impact of estimated 
OPPS outlier payments as discussed in 
section II.G. of this final rule with 
comment period; the change in the 
Hospital OQR Program payment 
reduction for the small number of 
hospitals in our impact model that 
failed to meet the reporting 
requirements (discussed in section XIII. 
of this final rule with comment period); 
and the difference in total OPPS 
payments dedicated to transitional pass- 
through payments. 

Of those hospitals that failed to meet 
the Hospital OQR Program reporting 
requirements for the full CY 2014 
update (and assumed, for modeling 
purposes, to be the same number for CY 
2015), we included 37 hospitals in our 
model because they had both CY 2013 
claims data and recent cost report data. 
We estimate that the cumulative effect 
of all changes for CY 2015 will increase 


payments to all facilities by 2.3 percent 
for CY 2015. We modeled the 
independent effect of all changes in 
Column 6 using the final relative 
payment weights for CY 2014 and the 
relative payment weights for CY 2015. 
We used the final conversion factor for 
CY 2014 of $72.672 and the CY 2015 
conversion factor of $74.144 discussed 
in section IIL.B. of this final rule with 
comment period. 

Column 6 contains simulated outlier 
payments for each year. We used the 1- 
year charge inflation factor used in the 
FY 2015 IPPS/LTCH PPS final rule (79 
FR 50379) of 5.09 percent (1.0509) to 
increase individual costs on the CY 
2013 claims, and we used the most 
recent overall CCR in the July 2014 
Outpatient Provider-Specific File 
(OPSF) to estimate outlier payments for 
CY 2014. Using the CY 2013 claims and 
a 5.09 percent charge inflation factor, 
we currently estimate that outlier 
payments for CY 2014, using a multiple 
threshold of 1.75 and a fixed-dollar 
threshold of $2,900 will be 
approximately 0.8 percent of total 
payments. The estimated current outlier 
payments of 0.8 percent are 
incorporated in the comparison in 
Column 6. We used the same set of 
claims and a charge inflation factor of 
10.44 percent (1.1044) and the CCRs in 
the July 2014 OPSF, with an adjustment 
of 0.9821, to reflect relative changes in 
cost and charge inflation between CY 
2013 and CY 2015, to model the CY 
2015 outliers at 1.0 percent of estimated 
total payments using a multiple 
threshold of 1.75 and a fixed-dollar 
threshold of $2,775. The charge 
inflation and CCR inflation factors are 
discussed in detail in the FY 2015 IPPS/ 
LTCH PPS final rule (79 FR 50379 
through 50380). 

We estimate that the anticipated 
change in payment between CY 2014 
and CY 2015 for the hospitals failing to 
meet the Hospital OQR Program 
requirements will be negligible. Overall, 


we estimate that facilities will 
experience an increase of 2.3 percent 
under this final rule with comment 
period in CY 2015 relative to total 
spending in CY 2014. This projected 
increase (shown in Column 6) of Table 
49 reflects the 2.2 percent OPD fee 
schedule increase factor, less 0.13 
percent for the change in the pass- 
through estimate between CY 2014 and 
CY 2015, plus 0.18 percent for the 
difference in estimated outlier payments 
between CY 2014 (0.82 percent) and CY 
2015 (1.0 percent), less 0.1 percent due 
to the frontier State wage index 
adjustment in CY 2014, plus 0.1 percent 
due to the frontier State wage index 
adjustment in CY 2015. We estimate 
that the combined effect of all changes 
for CY 2015 will increase payments to 
urban hospitals by 2.3 percent. 


Overall, we estimate that rural 
hospitals will experience a 1.9 percent 
increase as a result of the combined 
effects of all changes for CY 2015. We 
estimate that rural hospitals that bill 
less than 5,000 lines of OPPS services 
will experience a decrease of — 2.0 
percent and rural hospitals that bill 
11,000 or more lines of OPPS services 
will experience adjustments ranging 
from 0.9 to 2.1 percent. 


Among hospitals by teaching status, 
we estimate that the impacts resulting 
from the combined effects of all changes 
will include an increase of 3.1 percent 
for major teaching hospitals and 2.0 
percent for nonteaching hospitals. 
Minor teaching hospitals will 
experience an estimated increase of 2.0 
percent. 


In our analysis, we also have 
categorized hospitals by type of 
ownership. Based on this analysis, we 
estimate that voluntary hospitals will 
experience an increase of 2.4 percent, 
proprietary hospitals will experience an 
increase of 1.7 percent, and 
governmental hospitals will experience 
an increase of 2.1 percent. 


TABLE 49—ESTIMATED IMPACT OF THE CY 2015 CHANGES FOR THE HOSPITAL OUTPATIENT PROSPECTIVE PAYMENT 














SYSTEM 






































New wage All budget neutral | All budget neutral 
Number of APC index and changes changes and 
hospitals Recalibration provider (combined cols 2, | update (column 4) | All changes 
(all changes) adjustments 3) with market with frontier wage 
basket update index adjustment 
(1) (2) (3) (4) (5) { (6) 
PEL PRGIIIBS cnccissicccessossvcnscvoives 4,006 0.0 0.0 2.2 24 | 23 
ALL HOSPIVALS: w.cciciccscssccsiccccsesesses 3,871 0.0 0.0 2.2 aa | 2.3 
(excludes hospitals permanently 
held harmless and CMHCs) 
URBAN HOSPITALS. ..........cc eee 3,008 0.0 0.0 23 2.4 2.3 
LARGE URBAN (GT 1 MILL.) .. 1,646 0.1 0.2 25 25 as 
OTHER URBAN (LE 1 MILL.) .. 1,362 0.0 —0.1 al 2.3 21 
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TABLE 49—ESTIMATED IMPACT OF THE CY 2015 CHANGES FOR THE HOSPITAL OUTPATIENT PROSPECTIVE PAYMENT 
SysTEM—Continued 


Number of 
hospitals 


(1) 





RURAL HOSPITALS ............. 
SOLE COMMUNITY ...... 
OTHER RURAL ............. 


BEDS (URBAN): 


0-99 BEDS. ..........5...02-.. 
100-199 BEDS ............... 
200-299 BEDS .............. 
300-499 BEDS .............. 
500 + BEDS ....... 


BEDS (RURAL): 


O-AGIBEDS. ........0:.....000000 
50-100 BEDS ................. 
101-149 BEDS ow. 
150-199 BEDS ............... 
200 + BEDS ......... 


VOLUME (URBAN): 


LT 5,000 Lines ............... 
5,000-10,999 Lines ....... 
11,000-—20,999 Lines ..... 
21,000—42,999 Lines ..... 
42,999-89,999 Lines ..... 
GT 89,999 Lines ............. 


VOLUME (RURAL): 


LT 5,000 Lines ............... 
5,000-—10,999 Lines ....... 
11,000-20,999 Lines ...... 
21,000-—42,999 Lines ..... 
GT 42,999 Lines ............ 


REGION (URBAN): 


NEW ENGLAND ............. 
MIDDLE ATLANTIC ....... 
SOUTH ATLANTIC ......... 
EAST NORTH CENT. ..... 
EAST SOUTH CENT. .... 
WEST NORTH CENT. .... 
WEST SOUTH CENT. .... 
MOUNTAIN ....... ee 
FPGMNS sacsss seen eccusesneneseaes 
PUERTO RICO .............. 


REGION (RURAL): 


NEW ENGLAND ............ 
MIDDLE ATLANTIC ........ 
SOUTH ATLANTIC ........ 
EAST NORTH CENT. .... 
EAST SOUTH CENT. ..... 
WEST NORTH CENT. ... 
WEST SOUTH CENT. ... 
MOUNTAIN .........c eee 
PAGUNG oo ssccsscsenorencsosasays 


TEACHING STATUS: 


NON-TEACHING ........... 
WOR co asstacosnsstuaynconccs 
NAPS IDNR Soon sccbonsusepaycsyosn: 


DSH PATIENT PERCENT: 


DSH NOT AVAILABLE ** 
URBAN TEACHING/DSH: 


TEACHING & DSH ........ 
NO TEACHING/DSH ..... 


NO TEACHING/NO DSH 


PAO SONG: se scpinteseseseseenen 
OAD 2S ooscsucccsnessestsvencs 
DPB SS) a iciaicseavsacseasenne 
COBB sh ccussucahccsnasenseaets 








863 
376 
487 


1,067 
856 
458 
410 
217 


345 
315 
116 
46 
41 


544 
135 
117 
228 
526 
1,458 


34 

ey, 

42 

161 
599 


152 
361 
482 
473 
179 
194 
527 
203 
389 
48 


23 


130 
120 
165 
101 
181 


24 


2,839 
706 
326 


21 
328 
334 
680 

1,076 
824 
608 


938 
1,477 
18 








































sco | Neue | Meum | Moe 
Recalibration —— (combined cols 2, | update (column 4) | All changes 

(all changes) éimaanie 3) with market with frontier wage 

basket update index adjustment 
(2) (3) (4) (5) (6) 
0.0 —0.3 1.9 2.2 1.9 
0.1 -0.2 22 2.6 Zia 
-0.2 -0.3 1.6 ee 1.6 
0.0 0.0 2.3 2.4 2.3 
0.0 0.0 a2 2.3 2.2 
=O 0.1 22 2.4 22 
—0.1 0.1 2.2 2.4 2.3 
0.3 —0.1 2.4 2.4 a5 
0.1 —0.2 2:2 2.4 2.2 
0.3 -0.3 22 25 2.2 
-0.3 = 0:1 1.8 a 1.8 
—0.4 —0.4 1.4 2.1 1.4 
-0.3 —0.4 eS 15 1.5 
-1.7 —0.3 0.2 0.4 0.4 
—0.8 -0.2 1.3 1.3 1.4 
—1.5 0.0 0.6 1.2 0.9 
—0:7 0.0 1.5 15 1.6 
-0.3 0.0 1.9 1.9 1.9 
0.1 0.0 2.3 2.4 2.4 

=o —0.3 —1.9 A -2.0 
—-1.8 —0.5 —0.1 1.1 0.0 
—1.1 -0.3 0.8 0.8 0.9 
0.2 —0.3 2.1 2.7 2.1 
0.0 -0.3 1.9 aa 1.9 
dot 0.2 3.5 3.5 3.4 
0.5 05 3.2 3.2 3.2 
—0.2 -0.3 1.7 Wit 1.7 
0.1 —0.1 22 an 2.2 
—0:9 —=0'5 0.9 0.9 0.9 
0.0 —0.2 2.0 3.2 2.0 
—0.7 —0.5 1.0 1.0 1.1 
0.0 —0.1 24 25 22 
0.3 1s 3.6 3.6 3.7 
—0.4 0.3 on on 1.9 
1.6 —0.1 3.6 3.6 3.6 
0.8 0.2 3.2 3.2 3.2 
—0.6 =0:5 1.0 +0 1.0 
0.0 0.0 22 22 a 
—0.8 —0.5 0.9 0.9 0.9 
0.2 —0.2 2,2 3.4 2 
—0.7 —0.8 0.7 0:7 0.7 
0.7 —0.4 25 4.2 2.6 
0.8 0.9 4.0 3.9 3.9 
—0.2 0.0 2.0 oa 2.0 
—0.2 -0.1 1.9 2.2 2.0 
0.7 0.1 3.1 3.0 3.1 
0.0 0.3 25 2.5 2.5 
0.3 0.2 27 2.8 2.7 
0.1 0.0 2.3 2:5 2.3 
0.1 0.0 2.2 2.3 22 
0.0 0.0 Zit 2.3 24 
0.1 0.1 2.3 2.3 2.4 
-3.6 0.0 —1.4 —1.4 -1.5 

0.2 0.0 2.4 2.6 2:5 
—0.2 0.1 2.1 an 24) 
—0.1 0.4 25 2.5 25 
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TABLE 49—ESTIMATED IMPACT OF THE CY 2015 CHANGES FOR THE HOSPITAL OUTPATIENT PROSPECTIVE PAYMENT 
SysTEM—Continued 








































New wage All budget neutral | All budget neutral 
Number of APC index and changes changes and 
hospitals Recalibration provider (combined cols 2, | update (column 4) | All changes 
(all changes) adjustments 3) with market with frontier wage 
basket update index adjustment 
(1) (2) (3) (4) (5) (6) 
DSH NOT AVAILABLE ** .......... | 545 =e 0.1 —1.0 —0.9 —1.0 
TYPE OF OWNERSHIP: 
VQEUNDAIAY | cncsciccccssecsesescedsssss 2,006 0.1 0.0 2.4 25 2.4 
PROPRIETARY ic. ccssicecncssssccses. 1,322 5 1.7 1.8 1.7 
GOVERNMEND  ....ccsosseicasecsseese al 2.1 2.1 
ba cosunducaaseden deaastcdese Msn eduscsieees 12 tf 1.3 











Column (1) shows total hospitals and/or CMHCs. 

Column (2) includes all CY 2015 OPPS policies and compares those to the CY 2014 OPPS. 

Column (3) shows the budget neutral impact of updating the wage index by applying the FY 2015 hospital inpatient wage index, including all 
hold harmless policies and transitional wages. The rural adjustment continues our current policy of 7.1 percent so the budget neutrality factor is 
1. The budget neutrality adjustment for the cancer hospital adjustment is 1.000 because the payment-to-cost ratio target remains the same as in 


CY 2014. 








Column (4) shows the impact of all budget neutrality adjustments and the addition of the 2.2 percent OPD fee schedule update factor (2.9 per- 
cent reduced by 0.5 percentage point for the final productivity adjustment and further reduced by 0.2 percentage point in order to satisfy statutory 
requirements set forth in the Affordable Care Act). 

Column (5) shows the nonbudget neutral impact of applying the frontier State wage adjustment in CY 2015. 

Column (6) shows the additional adjustments to the conversion factor resulting from a change in the pass-through estimate, adding estimated 
outlier payments, and applying payment wage indexes. 

*These 4,006 providers include children and cancer hospitals, which are held harmless to pre-BBA amounts, and CMHCs. 

**Complete DSH numbers are not available for providers that are not paid under IPPS, including rehabilitation, psychiatric, and long-term care 


hospitals. 


(3) Estimated Effects of OPPS Changes 
on CMHCs 


The last line of Table 49 demonstrates 
the isolated impact on CMHCs, which 
furnish only partial hospitalization 
services under the OPPS. In CY 2014, 
CMHGCs are paid under two APCs for 
these services: APC 0172 (Level I Partial 
Hospitalization (3 services) for CMHCs) 
and APC 0173 (Level II Partial 
Hospitalization (4 or more services) for 
CMHCs). Hospitals are paid for partial 
hospitalization services under APC 0175 
(Level I Partial Hospitalization (3 
services) for hospital-based PHPs) and 
APC 0176 (Level II Partial 
Hospitalization (4 or more services) for 
hospital-based PHPs). We use our 
standard ratesetting methodology to 
derive the payment rates for each APC 
based on the cost data derived from 
claims and cost data for the provider- 
type-specific APC. For CY 2015, we are 
finalizing our proposal to continue the 
provider-type-specific APC structure 
that we adopted in CY 2011. We 
modeled the impact of this APC policy 
assuming that CMHCs will continue to 
provide the same number of days of 
PHP care, with each day having either 
3 services or 4 or more services, as seen 
in the CY 2013 claims data used for this 
final rule with comment period. We 
excluded days with 1 or 2 services 
because our policy only pays a per diem 
rate for partial hospitalization when 3 or 
more qualifying services are provided to 
the beneficiary. We estimate that 


CMHCs will experience an overall 1.3 
percent increase in payments from CY 
2014 (shown in Column 6). 

Column 3 shows that the estimated 
impact of adopting the FY 2015 wage 
index values will result in a small 
decrease of —0.5 percent to CMHCs. We 
note that all providers paid under the 
OPPS, including CMHCs, will receive a 
2.2 percent OPD fee schedule increase 
factor. Column 4 shows that combining 
this OPD fee schedule increase factor, 
along with changes in APC policy for 
CY 2015 and the FY 2015 wage index 
updates, will result in an estimated 
increase of 1.7 percent. Column 5 shows 
that adding the frontier State wage 
index adjustment will result in no 
change to the cumulative 1.7 percent 
increase. Column 6 shows that adding 
the changes in outlier and pass-though 
payments will result in a — 0.4 percent 
decrease in payment for CMHCs, for a 
total increase of 1.3 percent. This 
reflects all changes to CMHCs for CY 
2015. 


(4) Estimated Effect of OPPS Changes on 
Beneficiaries 

For services for which the beneficiary 
pays a copayment of 20 percent of the 
payment rate, the beneficiary share of 
payment will increase for services for 
which the OPPS payments will rise and 
will decrease for services for which the 
OPPS payments will fall. For further 
discussion on the calculation of the 
national unadjusted copayments and 
minimum unadjusted copayments, we 


refer readers to section ILI. of this final 
rule with comment period. In all cases, 
section 1833(t)(8)(C)(i) of the Act limits 
beneficiary liability for copayment for a 
procedure performed in a year to the 
hospital inpatient deductible for the 
applicable year. 

We estimate that the aggregate 
beneficiary coinsurance percentage will 
be 20.0 percent for all services paid 
under the OPPS in CY 2015. The 
estimated aggregate beneficiary 
coinsurance reflects general system 
adjustments, including recalibration of 
the APC relative payment weights, 
change in the portion of OPPS payments 
dedicated to pass-through payments, 
and the CY 2015 comprehensive APC 
payment policy discussed in section 
I].A.2.e. of this final rule with comment 
period. 


(5) Estimated Effects of OPPS Changes 
on Other Providers 


The relative payment weights and 
payment amounts established under the 
OPPS affect the payments made to ASCs 
as discussed in section XII. of this final 
rule with comment period. No types of 
providers or suppliers other than 
hospitals, CMHCs and ASCs will be 
affected by the proposed changes in this 
final rule with comment period. 


(6) Estimated Effects of OPPS Changes 
on the Medicare and Medicaid Programs 


The effect on the Medicare program is 
expected to be $900 million in 
additional program payments for OPPS 
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services furnished in CY 2015. The 
effect on the Medicaid program is 
expected to be limited to increased 
copayments that Medicaid may make on 
behalf of Medicaid recipients who are 
also Medicare beneficiaries. We refer 
readers to our discussion of the impact 
on beneficiaries in section XXI.A. of this 
final rule with comment period. 


(7) Alternative OPPS Policies 
Considered 


Alternatives to the OPPS changes we 
proposed and are finalizing and the 
reasons for our selected alternatives are 
discussed throughout this final rule 
with comment period. In this section, 
we discuss some of the major issues and 
the alternatives considered. 


e Alternatives Considered for the 
Establishment of Comprehensive 
APCs 


We refer readers to the CY 2014 
OPPS/ASC final rule with comment 
period (78 FR 74861 through 74910 and 
75184 through 75185) for a discussion 
of our policy to establish comprehensive 
APCs for CY 2015 and the alternatives 
we considered. We note that we 
published tables in that final rule with 
comment period to demonstrate how 
this policy would have been 
implemented in CY 2014, and stated 
that we would be considering any 
additional public comments we receive 
when we update the policy for CY 2015 
to account for changes that may occur 
in the CY 2013 claims data. 


b. Estimated Effects of CY 2015 ASC 
Payment System Policies 


Most ASC payment rates are 
calculated by multiplying the ASC 
conversion factor by the ASC relative 
payment weight. As discussed fully in 
section XII. of this final rule with 
comment period, we are setting the CY 
2015 ASC relative payment weights by 
scaling the CY 2015 OPPS relative 
payment weights by the ASC scaler of 
0.9225. The estimated effects of the 
updated relative payment weights on 
payment rates are varied and are 
reflected in the estimated payments 
displayed in Tables 50 and 51 below. 

Beginning in CY 2011, section 3401 of 
the Affordable Care Act requires that the 
annual update to the ASC payment 
system (which currently is the CPI-U) 
after application of any quality reporting 
reduction be reduced by a productivity 
adjustment. The Affordable Care Act 
defines the productivity adjustment to 
be equal to the 10-year moving average 
of changes in annual economy-wide 
private nonfarm business multifactor 
productivity (MFP) (as projected by the 
Secretary for the 10-year period ending 





with the applicable fiscal year, year, 
cost reporting period, or other annual 
period). For ASCs that fail to meet their 
quality reporting requirements, the CY 
2015 payment determinations will be 
based on the application of a 2.0 
percentage point reduction to the 
annual update factor, which currently is 
the CPI-U. We calculated the CY 2015 
ASC conversion factor by adjusting the 
CY 2014 ASC conversion factor by 
0.9998 to account for changes in the pre- 
floor and pre-reclassified hospital wage 
indexes between CY 2014 and CY 2015 
and by applying the CY 2015 MFP- 
adjusted CPI-U update factor of 1.4 
percent (projected CPI-U update of 1.9 
percent minus a projected productivity 
adjustment of 0.5 percentage point). The 
CY 2015 ASC conversion factor is 
$44.071. 


(1) Limitations of Our Analysis 


Presented here are the projected 
effects of the changes for CY 2015 on 
Medicare payment to ASCs. A key 
limitation of our analysis is our inability 
to predict changes in ASC service-mix 
between CY 2013 and CY 2015 with 
precision. We believe that the net effect 
on Medicare expenditures resulting 
from the CY 2015 changes will be small 
in the aggregate for all ASCs. However, 
such changes may have differential 
effects across surgical specialty groups 
as ASCs continue to adjust to the 
payment rates based on the policies of 
the revised ASC payment system. We 
are unable to accurately project such 
changes at a disaggregated level. Clearly, 
individual ASCs will experience 
changes in payment that differ from the 
aggregated estimated impacts presented 
below. 


(2) Estimated Effects of ASC Payment 
System Policies on ASCs 


Some ASCs are multispecialty 
facilities that perform the gamut of 
surgical procedures from excision of 
lesions to hernia repair to cataract 
extraction; others focus on a single 
specialty and perform only a limited 
range of surgical procedures, such as 
eye, digestive system, or orthopedic 
procedures. The combined effect on an 
individual ASC of the update to the CY 
2015 payments will depend on a 
number of factors, including, but not 
limited to, the mix of services the ASC 
provides, the volume of specific services 
provided by the ASC, the percentage of 
its patients who are Medicare 
beneficiaries, and the extent to which an 
ASC provides different services in the 
coming year. The following discussion 
presents tables that display estimates of 
the impact of the CY 2015 updates to 
the ASC payment system on Medicare 


payments to ASCs, assuming the same 
mix of services as reflected in our CY 
2013 claims data. Table 50 depicts the 
estimated aggregate percent change in 
payment by surgical specialty or 
ancillary items and services group by 
comparing estimated CY 2014 payments 
to estimated CY 2015 payments and 
Table 51 shows a comparison of 
estimated CY 2014 payments to 
estimated CY 2015 payments for 
procedures that we estimate will receive 
the most Medicare payment in CY 2014. 

Table 50 shows the estimated effects 
on aggregate Medicare payments under 
the ASC payment system by surgical 
specialty or ancillary items and services 
group. We have aggregated the surgical 
HCPCS codes by specialty group, 
grouped all HCPCS codes for covered 
ancillary items and services into a single 
group, and then estimated the effect on 
aggregated payment for surgical 
specialty and ancillary items and 
services groups. The groups are sorted 
for display in descending order by 
estimated Medicare program payment to 
ASCs. The following is an explanation 
of the information presented in Table 
50. 

¢ Column 1—Surgical Specialty or 
Ancillary Items and Services Group 
indicates the surgical specialty into 
which ASC procedures are grouped and 
the ancillary items and services group 
which includes all HCPCS codes for 
covered ancillary items and services. To 
group surgical procedures by surgical 
specialty, we used the CPT code range 
definitions and Level Il HCPCS codes 
and Category III CPT codes as 
appropriate, to account for all surgical 
procedures to which the Medicare 
program payments are attributed. 

e Column 2—Estimated CY 2014 ASC 
Payments were calculated using CY 
2013 ASC utilization (the most recent 
full year of ASC utilization) and CY 
2014 ASC payment rates. The surgical 
specialty and ancillary items and 
services groups are displayed in 
descending order based on estimated CY 
2014 ASC payments. 

e¢ Column 3—Estimated CY 2015 
Percent Change is the aggregate 
percentage increase or decrease in 
Medicare program payment to ASCs for 
each surgical specialty or ancillary 
items and services group that are 
attributable to updates to ASC payment 
rates for CY 2015 compared to CY 2014. 

As seen in Table 50, for the six 
specialty groups that account for the 
most ASC utilization and spending, we 
estimate that the update to ASC rates for 
CY 2015 will result in a 1-percent 
decrease in aggregate payment amounts 
for eye and ocular adnexa procedures, a 
6-percent increase in aggregate payment 
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An estimated increase in aggregate 
payment for the specialty group does 
not mean that all procedures in the 
group will experience increased 
payment rates. For example, the 
estimated increase for CY 2015 for 
digestive system procedures is likely 
due to an increase in the ASC payment 
weight for some of the high volume 
procedures, such as CPT code 43239 
(Upper GI endoscopy biopsy) where 


amounts for digestive system 
procedures, a 1-percent increase in 
aggregate payment amounts for nervous 
system procedures, a 2-percent increase 
in aggregate payment amounts for 
musculoskeletal system procedures, a 3- 
percent increase in aggregate payment 
amounts for genitourinary system 
procedures, and a 5-percent increase in 
aggregate payment amounts for 
integumentary system procedures. 


estimated payment will increase by 9 
percent for CY 2015. 
Also displayed in Table 50 is a 
separate estimate of Medicare ASC 
payments for the group of separately 
payable covered ancillary items and 
services. The payment estimates for the 
covered surgical procedures include the 
costs of packaged ancillary items and 
services. We estimate that aggregate 
payments for these items and services 
will decrease by 4 percent for CY 2015. 


TABLE 50—ESTIMATED IMPACT OF THE CY 2015 UPDATE TO THE ASC PAYMENT SYSTEM ON AGGREGATE CY 2015 
MEDICARE PROGRAM PAYMENTS BY SURGICAL SPECIALTY OR ANCILLARY ITEMS AND SERVICES GROUP 
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Table 51 below shows the estimated 
impact of the updates to the revised 
ASC payment system on aggregate ASC 
payments for selected surgical 
procedures during CY 2015. The table 
displays 30 of the procedures receiving 
the greatest estimated CY 2014 aggregate 
Medicare payments to ASCs. The 
HCPCS codes are sorted in descending 


order by estimated CY 2014 program 
payment. 

e Column 1—CPT/HCPCS code. 

e Column 2—Short Descriptor of the 
HCPCS code. 

e Column 3—Estimated CY 2014 ASC 
Payments were calculated using CY 
2013 ASC utilization (the most recent 


full year of ASC utilization) andthe CY —_ update. 


2014 ASC payment rates. The estimated 
CY 2014 payments are expressed in 
millions of dollars. 
e Column 4—Estimated CY 2015 
Percent Change reflects the percent 
differences between the estimated ASC 
payment for CY 2014 and the estimated 
payment for CY 2015 based on the 


TABLE 51—ESTIMATED IMPACT OF THE CY 2015 UPDATE TO THE ASC PAYMENT SYSTEM ON AGGREGATE PAYMENTS 
FOR SELECTED PROCEDURES 
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TABLE 51—ESTIMATED IMPACT OF THE CY 2015 UPDATE TO THE ASC PAYMENT SYSTEM ON AGGREGATE PAYMENTS 


FOR SELECTED PROCEDURES—Continued 
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(3) Estimated Effects of ASC Payment 
System Policies on Beneficiaries 


We estimate that the CY 2015 update 
to the ASC payment system will be 
generally positive for beneficiaries with 
respect to the new procedures that we 
are adding to the ASC list of covered 
surgical procedures and for those that 
we are designating as office-based for 
CY 2015. First, other than certain 
preventive services where coinsurance 
and the Part B deductible is waived to 
comply with section 1833(a)(1) and (b) 
of the Act, the ASC coinsurance rate for 
all procedures is 20 percent. This 
contrasts with procedures performed in 
HOPDs under the OPPS, where the 
beneficiary is responsible for 
copayments that range from 20 percent 
to 40 percent of the procedure payment 
(other than for certain preventive 
services). Second, in almost all cases, 
the ASC payment rates under the ASC 
payment system are lower than payment 
rates for the same procedures under the 
OPPS. Therefore, the beneficiary 
coinsurance amount under the ASC 
payment system will almost always be 
less than the OPPS copayment amount 
for the same services. (The only 


exceptions would be if the ASC 
coinsurance amount exceeds the 
inpatient deductible. The statute 
requires that copayment amounts under 
the OPPS not exceed the inpatient 
deductible.) Beneficiary coinsurance for 
services migrating from physicians’ 
offices to ASCs may decrease or increase 
under the revised ASC payment system, 
depending on the particular service and 
the relative payment amounts under the 
MPFS compared to the ASC. However, 
for those additional procedures that we 
are designating as office-based in CY 
2015, the beneficiary coinsurance 
amount under the ASC payment system 
generally will be no greater than the 
beneficiary coinsurance under the 

MPFS because the coinsurance under 
both payment systems generally is 20 
percent (except for certain preventive 
services where the coinsurance is 
waived under both payment systems). 


(4) Alternative ASC Payment Policies 
Considered 


Alternatives to the minor changes that 
we are making to the ASC payment 
system and the reasons that we have 
chosen specific options are discussed 
throughout this final rule with comment 





period. There are no major changes to 
ASC policies for CY 2015. 


c. Accounting Statements and Tables 


As required by OMB Circular A—4 
(available on the Office of Management 
and Budget Web site at: http:// 
www.whitehouse.gov/sites/default/files/ 
omb/assets/regulatory_matters_pdf/a- 
4.pdf), we have prepared two 
accounting statements to illustrate the 
impacts of this final rule with comment 
period. The first accounting statement, 
Table 52 below, illustrates the 
classification of expenditures for the CY 
2015 estimated hospital OPPS incurred 
benefit impacts associated with the CY 
2015 OPD fee schedule increase, based 
on the 2014 Trustee’s Report. The 
second accounting statement, Table 53 
below, illustrates the classification of 
expenditures associated with the 1.4 
percent CY 2015 update to the ASC 
payment system, based on the 
provisions of this final rule with 
comment period and the baseline 
spending estimates for ASCs in the 2014 
Trustee’s Report. Lastly, the tables 
classify most estimated impacts as 
transfers. 


TABLE 52—ACCOUNTING STATEMENT: CY 2015 ESTIMATED HOSPITAL OPPS TRANSFERS FROM CY 2014 TO CY 2015 
ASSOCIATED WITH THE CY 2015 HOSPITAL OUTPATIENT OPD FEE SCHEDULE INCREASE 


Category 


Annualized Monetized Transfers .............cc0ccc000e 
Fria WRI FO WRGIN, oo. oncccessiscesccscsccssesscesecsncoese 


$900 million. 


Transfers 


Federal Government to outpatient hospitals and other providers who 


receive payment under the hospital OPPS. 


$900 million. 
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TABLE 53—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED TRANSFERS FROM CY 2014 TO CY 2015 ASA 
RESULT OF THE CY 2015 UPDATE TO THE ASC PAYMENT SYSTEM 


Category 


Annualized Monetized Transfers .............cc0ccceeees 


From Whom to Whom 


d. Effects of Requirements for the 
Hospital OQR Program 


In section XIII. of this final rule with 
comment period, we are finalizing 
policies affecting the Hospital OQR 
Program. Of 3,325 hospitals that met 
eligibility requirements for the CY 2014 
payment determination, we determined 
that 88 hospitals did not meet the 
requirements to receive the full OPD fee 
schedule increase factor. Most of these 
hospitals (70 of the 88) chose not to 
participate in the Hospital OQR Program 
for the CY 2014 payment determination. 
We estimate that approximately 90 
hospitals will not receive the full OPD 
fee schedule increase factor for the CY 
2017 payment determination and 
subsequent years. 

In section XIILE. of this final rule 
with comment period, we are finalizing 
our proposal to add one claims-based 
quality measure, OP—32: Facility 7-Day 
Risk-Standardized Hospital Visit Rate 
after Outpatient Colonoscopy, for the 
Hospital OQR Program for the CY 2018 
payment determination and subsequent 
years, instead of the CY 2017 payment 
determination and subsequent years as 
proposed. Because this measure is 
claims-based, it will not require 
additional burden from data reporting or 
other action on the part of the hospitals. 
Therefore, we do not anticipate that this 
measure will cause any additional 
facilities to fail to meet requirements the 
Hospital OQR Program for the CY 2018 
payment determination and subsequent 
years. 

In section XIILC.3. of this final rule 
with comment period, for the CY 2017 
payment determination and subsequent 
years, we are finalizing our proposal to 
remove OP-6 and OP-7 from the 
Hospital OQR Program. However, we 
are not finalizing our proposal to 
remove OP-—4 and are retaining that 
measure in the Hospital OQR Program 
for reasons discussed in section XIII.C.3. 
In sections XIII.D.3.b. and c. of this final 
rule with comment period, we are also 
finalizing our proposal to exclude OP- 
31 from the CY 2016 payment 
determination measure set and to 
change that measure from required to 
voluntary for the CY 2017 payment 
determination and subsequent years. 


$42 million. 


Transfers 


Federal Government to Medicare Providers and Suppliers. 





$42 million. 


Hospitals will not be subject to a 
payment reduction with respect to this 
measure for the CY 2016 payment 
determination or during the period of 
voluntary reporting. 

We anticipate a reduction in burden 
of approximately 840,517 hours or $25.2 
million across participating hospitals 
from the two measures we are removing 
and the measure we are making 
voluntary, as further detailed in sections 
XIII.C.3. and XIILD.3.c. of this final rule 
with comment period, respectively, and 
the information collection requirements 
in section XIX.C.1. of this final rule with 
comment period. We refer readers to the 
information collection requirements 
section of this final rule with comment 
period (section XIX.C.1. of this final rule 
with comment period) for a detailed 
discussion of the financial burden of the 
requirements of the Hospital OQR 
Program. 

The validation requirements that we 
are finalizing for the CY 2017 payment 
determination and subsequent years 
will result in medical record 
documentation of approximately 6,000 
cases per quarter (up to 12 cases per 
quarter for 500 hospitals) submitted to 
the designated CMS contractor. In 
section XIII.H.3.e. of this final rule with 
comment period, we are finalizing our 
proposal to allow hospitals to submit 
medical record documentation for 
validation using either of two methods: 
(1) Through paper medical records; or 
(2) by securely transmitting electronic 
versions of medical information by 
either (a) downloading or copying the 
digital image (that is, a PDF) of the 
patient chart onto CD, DVD, or flash 
drive and shipping the electronic media 
following instructions specified on the 
QualityNet Web site; or (b) securely 
submitting digital images (PDFs) of 
patient charts using a Secure File 
Transfer Portal on the QualityNet Web 
site. 

As stated in prior rulemaking (76 FR 
74577), we will pay for the cost of 
sending paper medical record 
documentation to the designated CMS 
contractor at the rate of 12 cents per 
page for copying and approximately 
$1.00 per case for postage. For both new 
electronic methods, we are finalizing 
our proposal in the information 


collection requirements section of this 
final rule with comment period to 
reimburse hospitals for sending medical 
records electronically at a rate of $3.00 
per patient chart. 

As we stated in the CY 2014 OPPS/ 
ASC final rule with comment period (78 
FR 75192), we have found that an 
outpatient medical chart generally 
contains up to 10 pages. However, 
because we do not yet know how many 
hospitals will choose to submit data 
electronically or through paper, we 
cannot estimate the total cost of 
expenditures and are unable to estimate 
the number of hospitals that will fail the 
validation documentation submission 
requirement for the CY 2017 payment 
determination. Because we will pay for 
the data collection effort, we believe 
that a requirement for medical record 
documentation for up to12 cases per 
quarter for 500 hospitals for CY 2015 
represents a minimal burden to Hospital 
OQR Program participating hospitals. 


e. Effects of CY 2015 Policies for the 
ASCQR Program 


In section XIV. of this final rule with 
comment period, we are adopting 
policies affecting the ASCQR Program. 
Of 5,260 ASCs that met eligibility 
requirements for CY 2014, we 
determined that 116 ASCs did not meet 
the requirements to receive the full 
annual payment update. 

In section XIV.B.5. of this final rule 
with comment period, we are finalizing 
the adoption of one claims-based quality 
measure, ASC-12: Facility Seven-Day 
Risk-Standardized Hospital Visit Rate 
after Outpatient Colonoscopy, for the 
ASCQR Program beginning with the CY 
2018 payment determination, rather 
than beginning with the CY 2017 
payment determination as proposed. 
The measure is claims-based and will 
not require additional data reporting or 
other action by ASCs. Therefore, we do 
not anticipate that this measure will 
cause any additional ASCs to fail to 
meet the ASCQR Program requirements. 
We present the time and burdens 
associated with our finalized policies 
and proposals in section XIX.C.2. of this 
final rule with comment period. 

In section XIV.E.3.b. of this final rule 
with comment period, we noted the 3- 
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month delay in data collection for ASC-— 
9 and ASC-10 for the CY 2016 payment 
determination. We do not believe that 
this 3-month delay in data collection 
will significantly affect the number of 
ASCs that meet the ASCQR Program 
requirements. 

In section XIV.E.3.c. of this final rule 
with comment period, we are finalizing 
our proposal that ASC-11, which was to 
be first included in the CY 2016 
payment determination, will not be 
included in the CY 2016 measure set, 
and that the measure will be voluntary 
for the CY 2017 payment determination 
and subsequent years. ASCs will not be 
subject to a payment reduction for the 
CY 2016 payment determination, nor 
will ASCs be subject to a payment 
reduction for the CY 2017 payment 
determination and subsequent years for 
failing to report this voluntary measure. 
Because this measure has not yet 
affected any payment determination, we 
do not believe that there will be any 
impact on the number of ASCs that meet 
the ASCQR Program requirements as a 
result of our decision not to include this 
measure in the measure set for the CY 
2016 payment determination and to 
make this measure voluntary for the CY 
2017 payment determination and 
subsequent years. 

We do not believe that the other 
measures we previously adopted will 
cause any additional ASCs to fail to 
meet the ASCQR Program requirements. 
(We refer readers to the CY 2014 OPPS/ 
ASC final rule with comment period for 
a list of these measures (78 FR 75130)). 

Further, we do not believe that any of 
the other proposals we are finalizing in 
this final rule with comment period will 
significantly affect the number of ASCs 
that do not receive a full annual 
payment update for the CY 2017 
payment determination. We are unable 
to estimate the number of ASCs that will 
not receive the full annual payment 
update based on the CY 2015 and CY 
2016 payment determinations (78 FR 
75192). For this reason, using the CY 
2014 payment determination numbers 
as a baseline, we estimate that 
approximately 116 ASCs will not 
receive the full annual payment update 
in CY 2017 due to failure to meet the 
ASCQR Program requirements. 

We invited public comment on the 
burden associated with these 
information collection requirements. We 
did not receive any public comments. 


f. Effects of Changes to the Rural 
Provider and Hospital Ownership 
Exceptions to the Physician Self- 
Referral Law 

Section 6001(a) of the Affordable Care 
Act amended the rural provider and 





hospital ownership exceptions to the 
physician self-referral law (sections 
1877(d)(2) and (d)(3) of the Act, 
respectively) to impose additional 
restrictions on physician ownership or 
investment in hospitals. The amended 
rural provider and hospital ownership 
exceptions provide that a hospital may 
not increase the number of operating 
rooms, procedure rooms, and beds 
beyond that for which the hospital was 
licensed on March 23, 2010 (or, in the 
case of a hospital that did not have a 
provider agreement in effect as of this 
date, but did have a provider agreement 
in effect on December 31, 2010, the date 
of effect of such agreement). We issued 
regulations addressing the prohibition 
against facility expansion in the CY 
2011 OPPS/ASC final rule with 
comment period (75 FR 72240). 

Section 6001(a)(3) of the Affordable 
Care Act added section 1877(i)(3)(A)(i) 
of the Act to set forth that the Secretary 
shall establish and implement an 
exception process to the prohibition on 
expansion of facility capacity. We 
issued regulations that govern the 
expansion exception process in the CY 
2012 OPPS/ASC final rule with 
comment period (76 FR 74517) at 42 
CFR 411.362(c). The regulations 
addressing the expansion exception 
process were issued by January 1, 2012, 
and the process was implemented on 
February 1, 2012. 

As required by the statute, the 
expansion exception process provides 
that hospitals that qualify as an 
“applicable hospital” or a “high 
Medicaid facility’? may request an 
exception to the prohibition on facility 
expansion. The existing expansion 
exception process requires the use of 
filed Medicare cost report data from the 
Healthcare Cost Report Information 
System (HCRIS) for hospitals to 
demonstrate that they satisfy the 
relevant eligibility criteria set forth in 
§ 411.362(c)(2) for applicable hospitals 
and § 411.362(c)(3) for high Medicaid 
facilities (76 FR 42350 through 42352). 
As discussed in section XV.C. of the CY 
2015 OPPS/ASC proposed rule (79 FR 
41054 through 41056), we proposed to 
permit physician-owned hospitals to 
use certain non-HCRIS data sources to 
demonstrate satisfaction of the 
expansion exception process eligibility 
criteria. In section XV.C. of this final 
rule with comment period, we are 
finalizing our proposal with certain 
modifications. Under our policy, we 
will continue to require each hospital 
seeking to qualify for an expansion 
exception to access and utilize data for 
its estimations or determinations to 
demonstrate that the hospital meets the 
relevant criteria and to provide a 


detailed explanation regarding whether 
and how it satisfies each of the relevant 
criteria. We believe the impact of our 
modification on affected hospitals will 
be minimal, given that the use of data 
from a non-HCRIS data source is 
voluntary. 

Our policy will require each 
requesting hospital also to provide 
actual notification that it is requesting 
an expansion exception directly to 
hospitals whose data are part of the 
comparisons set forth in 
§ 411.362(c)(2)(ii) and (c)(3)(ii) of the 
regulations, in addition to performing 
the other methods of notification 
specified in our existing regulations. We 
are finalizing this policy, and we believe 
the impact of this additional 
requirement on physician-owned 
hospitals will be minimal. 

We believe that our policy will affect 
a relatively small number of physician- 
owned hospitals. We estimate that there 
are approximately 265 physician-owned 
hospitals in the country. Since the 
process was implemented in February 
2012, we have received only four 
requests, only one of which has been 
considered sufficiently complete to 
continue with publication in the 
Federal Register, under the current 
regulations. We anticipate receiving a 
similar number of requests each year. 
We do not believe that we can use the 
four requests to estimate accurately the 
potential increase in operating rooms, 
procedure rooms, and beds pursuant to 
approved expansion exception requests, 
and we are not aware of any data that 
may indicate such an increase. At this 
time, we also have no data or 
projections that may help estimate the 
number of physicians that will be 
affected by these proposals as a result of 
their ownership interests in hospitals. 

We believe that beneficiaries may be 
positively impacted by our policies. 
Specifically, an increase in operating 
rooms, procedure rooms, and beds may 
augment the volume or nature of 
services offered by physician-owned 
hospitals. An expansion in the number 
of hospital beds may also permit 
additional inpatient admissions and 
overnight stays. Increased operating 
rooms, procedure rooms, and beds may 
result in improved access to health care 
facilities and services. We believe that 
our policies are necessary to conform 
our regulations to the amendments to 
section 1877 of the Act. 

We solicited public comments on 
each of the issues outlined above that 
contain estimates of the costs and 
benefits of the proposed rule. We 
specifically solicited comments on the 
potential impact on State governments, 
because we proposed to define external 
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data sources as data sources generated, 
maintained, or under the control of a 
State Medicaid agency. We did not 
receive any public comments on our 
estimates. 


g. Effects of Policies Related to CMS- 
Identified Overpayments Associated 
With Payment Data Submitted by 
Medicare Advantage (MA) 
Organizations and Medicare Part D 
Sponsors 


In section XVII. of this final rule with 
comment period, we discuss our final 
decisions to set forth in regulations a 
formal process, including appeals 
processes, that allows us to recoup 
overpayments in the limited set of 
circumstances where CMS makes a 
determination that an overpayment to 
an MA organization or Part D sponsor 
occurred because the organization or 
sponsor submitted erroneous payment 
data to CMS. It is difficult to predict 
how many times CMS will annually 
determine an overpayment due to 
erroneous payment data submitted to 
CMS by an MA organization or Part D 
sponsor and that, therefore, will be 
subject to the offset and appeals 
regulations. However, we predict that it 
will be highly unlikely to exceed 10 
cases a year and will probably be fewer. 
Further, electing to appeal a CMS 
overpayment determination under the 
final regulations is completely at the 
discretion of the MA organization or 
Part D sponsor. The MA organization or 
Part D sponsor may agree that the data 
require correction and resubmit the 
data; MA organizations and Part D 
sponsors that receive notification of an 
overpayment are under no obligation to 
initiate the appeal process. If the MA 
organization or Part D sponsor chooses 
not to appeal, there are no costs or 
burden associated with the appeal. If the 
MA organization or Part D sponsor 
chooses to appeal the overpayment 
determination, there will be costs 
associated with preparing the appeal 
request. 

We are establishing three levels of 
appeal (reconsideration, informal 
hearing, and Administrator review), 
each of which the MA organization or 
Part D sponsor will have to request. 
Once the appeal has been filed, 
however; there will be little or no cost 
experienced by the MA organization or 
Part D sponsor because the appeal 
process is on the record and will not 
involve oral testimony. The extent to 
which there will be costs associated 
with preparing the appeal request is 
subject to preference and choice. We 
estimate that it will take a plan 5 hours 
to prepare and file a reconsideration 
request. In terms of cost, it has been our 


experience that most appeals have been 
prepared by high-level officials of the 
plan or lawyers. According to the most 
recent wage data provided by the 
Bureau of Labor Statistics (BLS) for May 
2012, the mean hourly wage for the 
category of ““Lawyers’’—which we 
believe, considering the variety of 
officials who have submitted appeals, is 
the most appropriate category—is 
$62.93. Multiplying this figure by 50 
hours (10 submissions x 5 hours) results 
in a projected annual cost burden of 
$3,147. We estimate the preparation and 
filing of a request for a hearing, or for 
Administrator’s review will take 2 
hours, at most, because the MA 
organization or Part D sponsor cannot 
submit new evidence. The hearing 
officer or Administrator is limited to a 
review of the record. Multiplying this 
figure by 40 hours (10 submissions x 4 
hours) results in a projected annual cost 
burden of $2,517. It is estimated that if 
the costs of benefits and overhead are 
included, the total annual costs for 
requests at the three levels will be 
approximately $11,000. 


B. Regulatory Flexibility Act (RFA) 
Analysis 


The RFA requires agencies to analyze 
options for regulatory relief of small 
entities, if a rule has a significant impact 
on a substantial number of small 
entities. For purposes of the RFA, we 
estimate that most hospitals, ASCs and 
CMHCs are small entities as that term is 
used in the RFA. For purposes of the 
RFA, most hospitals are considered 
small businesses according to the Small 
Business Administration’s size 
standards with total revenues of $38.5 
million or less in any single year. Most 
ASCs and most CMHCs are considered 
small businesses with total revenues of 
$15 million or less in any single year. 
We estimate that this final rule with 
comment period may have a significant 
impact on approximately 2,006 
hospitals with voluntary ownership. For 
details, see the Small Business 
Administration’s “Table of Small 
Business Size Standards” at http:// 
www.sba.gov/content/table-small- 
business-size-standards. 

In addition, section 1102(b) of the Act 
requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. This analysis must conform to 
the provisions of section 603 of the 
RFA. For purposes of section 1102(b) of 
the Act, we define a small rural hospital 
as a hospital that is located outside of 
a metropolitan statistical area and has 
100 or fewer beds. We estimate that this 
final rule with comment period may 


have a significant impact on 
approximately 709 small rural hospitals. 

The analysis above, together with the 
remainder of this preamble, provides a 
regulatory flexibility analysis and a 
regulatory impact analysis. 


C. Unfunded Mandates Reform Act 
Analysis 


Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule whose mandates 
require spending in any 1 year of $100 
million in 1995 dollars, updated 
annually for inflation. That threshold 
level is currently approximately $141 
million. This final rule with comment 
period does not mandate any 
requirements for State, local, or tribal 
governments, or for the private sector. 


D. Conclusion 


The changes we are making in this 
final rule with comment period will 
affect all classes of hospitals paid under 
the OPPS and will affect both CMHCs 
and ASCs. We estimate that most classes 
of hospitals paid under the OPPS will 
experience a modest increase or a 
minimal decrease in payment for 
services furnished under the OPPS in 
CY 2015. Table 49 demonstrates the 
estimated distributional impact of the 
OPPS budget neutrality requirements 
that will result in a 2.3 percent increase 
in payments for all services paid under 
the OPPS in CY 2015, after considering 
all of the changes to APC 
reconfiguration and recalibration, as 
well as the OPD fee schedule increase 
factor, wage index changes, including 
the frontier State wage index 
adjustment, estimated payment for 
outliers, and changes to the pass- 
through payment estimate. However, 
some Classes of providers that are paid 
under the OPPS will experience more 
significant gains and others will 
experience modest losses in OPPS 
payments in CY 2015. 

The updates to the ASC payment 
system for CY 2015 will affect each of 
the approximately 5,300 ASCs currently 
approved for participation in the 
Medicare program. The effect on an 
individual ASC will depend on its mix 
of patients, the proportion of the ASC’s 
patients who are Medicare beneficiaries, 
the degree to which the payments for 
the procedures offered by the ASC are 
changed under the ASC payment 
system, and the extent to which the ASC 
provides a different set of procedures in 
the coming year. Table 50 demonstrates 
the estimated distributional impact 
among ASC surgical specialties of the 
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MFP-adjusted CPI-U update factor of 
1.4 percent for CY 2015. 


XXII. Federalism Analysis 


Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
costs on State and local governments, 
preempts State law, or otherwise has 
Federalism implications. We have 
examined the OPPS and ASC provisions 
included in this final rule with 
comment period in accordance with 
Executive Order 13132, Federalism, and 
have determined that they will not have 
a substantial direct effect on State, local 
or tribal governments, preempt State 
law, or otherwise have a Federalism 
implication. As reflected in Table 49 of 
this final rule with comment period, we 
estimate that OPPS payments to 
governmental hospitals (including State 
and local governmental hospitals) will 
increase by 2.1 percent under this final 
rule with comment period. While we do 
not know the number of ASCs or 
CMHCs with government ownership, we 
anticipate that it is small. The analyses 
we have provided in this section of this 
final rule with comment period, in 
conjunction with the remainder of this 
document, demonstrate that this final 
rule with comment period is consistent 
with the regulatory philosophy and 
principles identified in Executive Order 
12866, the RFA, and section 1102(b) of 
the Act. 

This final rule with comment period 
will affect payments to a substantial 
number of small rural hospitals and a 
small number of rural ASCs, as well as 
other classes of hospitals, CMHCs, and 
ASCs, and some effects may be 
significant. 


List of Subjects 
42 CFR Part 411 


Kidney diseases, Medicare, Physician 
referral, Reporting and recordkeeping 
requirements. 


42 CFR Part 412 


Administrative practice and 
procedure, Health facilities, Medicare, 
Puerto Rico, Reporting and 
recordkeeping requirements. 


42 CFR Part 416 


Health facilities, Health professions, 
Medicare, Reporting and recordkeeping 
requirements. 


42 CFR Part 419 


Hospitals, Medicare, Reporting and 
recordkeeping requirements. 





42 CFR Part 422 

Administrative practice and 
procedure, Health facilities, Health 
maintenance, organizations (HMO), 
Medicare, Penalties, Privacy, Reporting 
and recordkeeping requirements. 


42 CFR Part 423 


Administrative practice and 
procedure, Emergency medical services, 
Health facilities, Health maintenance 
organizations (HMO), Health 
professionals, Medicare, Penalties, 
Privacy, Reporting and recordkeeping 
requirements. 


42 CFR Part 424 


Emergency medical services, Health 
professions, Medicare. 

For reasons stated in the preamble of 
this document, the Centers for Medicare 
& Medicaid Services is amending 42 
CFR Chapter IV as set forth below: 


PART 411—EXCLUSIONS FROM 
MEDICARE AND LIMITATION ON 
MEDICARE PAYMENT 


w 1. The authority citation for part 411 
continues to read as follows: 


Authority: Secs. 1102, 1860D-—1 through 
1860D—42, 1871, and 1877 of the Social 
Security Act (42 U.S.C. 1302, 1395w-101 
through 1395w-152, 1395hh, and 1395nn). 
m 2. Section 411.362 is amended by— 
w a. Under paragraph (a), adding a 
definition of “External data source”’ in 
alphabetical order. 

w b. Revising paragraphs (c)(2)(ii), 
(c)(2)(iv), (c)(2)(v), (c)(3)(ii), and (c)(5). 
The addition and revisions read as 

follows: 


§ 411.362 Additional requirements 
concerning physician ownership and 
investment in hospitals. 

(a) ne 

External data source means a data 
source that— 

(1) Is generated, maintained, or under 
the control of a State Medicaid agency; 

(2) Is reliable and transparent; 

(3) Maintains data that, for purposes 
of the process described in paragraph (c) 
of this section, are readily available and 
accessible to the requesting hospital, 
comparison hospitals, and CMS; and 

(4) Maintains or generates data that, 
for purposes of the process described in 
paragraph (c) of this section, are 
accurate, complete, and objectively 
verifiable. 


* * * * * 


(c) x *& * 

(2) SO 

(ii) Medicaid inpatient admissions. 
Has an annual percent of total inpatient 
admissions under Medicaid that is equal 
to or greater than the average percent 


with respect to such admissions for all 
hospitals located in the county in which 
the hospital is located during the most 
recent 12-month period for which data 
are available as of the date that the 
hospital submits its request. For 
purposes of this paragraph, the most 
recent 12-month period for which data 
are available means the most recent 12- 
month period for which the data source 
used contains all data from the 
requesting hospital and each hospital 
located in the same county as the 
requesting hospital. 

(A) Until such time that the 
Healthcare Cost Report Information 
System (HCRIS) contains sufficiently 
complete inpatient Medicaid discharge 
data, a hospital may use filed Medicare 
hospital cost report data or data from an 
external data source (as defined in 
paragraph (a) of this section) to estimate 
its annual percent of total inpatient 
admissions under Medicaid and the 
average percent with respect to such 
admissions for all hospitals located in 
the county in which the hospital is 
located. 

(B) On or after such date that the 
Secretary determines that HCRIS 
contains sufficiently complete inpatient 
Medicaid discharge data, a hospital may 
use only filed Medicare hospital cost 
report data to estimate its annual 
percent of total inpatient admissions 
under Medicaid and the average percent 
with respect to such admissions for all 
hospitals located in the county in which 
the hospital is located. 


* * * * * 


(iv) Average bed capacity. Is located 
in a State in which the average bed 
capacity in the State is less than the 
national average bed capacity during the 
most recent fiscal year for which HCRIS, 
as of the date that the hospital submits 
its request, contains data from a 
sufficient number of hospitals to 
determine a State’s average bed capacity 
and the national average bed capacity. 
CMS will provide on its Web site State 
average bed capacities and the national 
average bed capacity. For purposes of 
this paragraph, “sufficient number” 
means the number of hospitals, as 
determined by CMS, that would ensure 
that the determination under this 
paragraph would not materially change 
after additional hospital data are 
reported. 

(v) Average bed occupancy. Has an 
average bed occupancy rate that is 
greater than the average bed occupancy 
rate in the State in which the hospital 
is located during the most recent fiscal 
year for which HCRIS, as of the date that 
the hospital submits its request, 
contains data from a sufficient number 
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of hospitals to determine the requesting 
hospital’s average bed occupancy rate 
and the relevant State’s average bed 
occupancy rate. A hospital must use 
filed hospital cost report data to 
determine its average bed occupancy 
rate. CMS will provide on its Web site 
State average bed occupancy rates. For 
purposes of this paragraph, “‘sufficient 
number” means the number of 
hospitals, as determined by CMS, that 
would ensure that the determination 
under this paragraph would not 
materially change after additional 
hospital data are reported. 

(3) x ek * 

(ii) Medicaid inpatient admissions. 
With respect to each of the 3 most 
recent 12-month periods for which data 
are available as of the date the hospital 
submits its request, has an annual 
percent of total inpatient admissions 
under Medicaid that is estimated to be 
greater than such percent with respect 
to such admissions for any other 
hospital located in the county in which 
the hospital is located. For purposes of 
this paragraph, the most recent 12- 
month period for which data are 
available means the most recent 12- 
month period for which the data source 
used contains all data from the 
requesting hospital and every hospital 
located in the same county as the 
requesting hospital. 

(A) Until such time that the 
Healthcare Cost Report Information 
System (HCRIS) contains sufficiently 
complete inpatient Medicaid discharge 
data, a hospital may use filed Medicare 
hospital cost report data or data from an 
external data source (as defined in 
paragraph (a) of this section) to estimate 
its annual percentage of total inpatient 
admissions under Medicaid and the 
annual percentages of total inpatient 
admissions under Medicaid for every 
other hospital located in the county in 
which the hospital is located. 

(B) On or after such date that the 
Secretary determines that HCRIS 
contains sufficiently complete inpatient 
Medicaid discharge data, a hospital may 
use only filed Medicare hospital cost 
report data to estimate its annual 
percentage of total inpatient admissions 
under Medicaid and the annual 
percentages of total inpatient 
admissions under Medicaid for every 
other hospital located in the county in 
which the hospital is located. 


* * * * * 


(5) Community input and timing of 
complete request. Upon submitting a 
request for an exception and until the 
hospital receives a CMS decision, the 
hospital must disclose on any public 
Web site for the hospital that it is 





requesting an exception and must also 
provide actual notification that it is 
requesting an exception, in either 
electronic or hard copy form, directly to 
hospitals whose data are part of the 
comparisons in paragraphs (c)(2)(ii) and 
(c)(3)(ii) of this section. Individuals and 
entities in the hospital’s community 
may provide input with respect to the 
hospital’s request no later than 30 days 
after CMS publishes notice of the 
hospital’s request in the Federal 
Register. Such input must take the form 
of written comments. The written 
comments must be either mailed or 
submitted electronically to CMS. If CMS 
receives written comments from the 
community, the hospital has 30 days 
after CMS notifies the hospital of the 
written comments to submit a rebuttal 
statement. 

(i) If only filed Medicare hospital cost 
report data are used in the hospital’s 
request, the written comments, and the 
hospital’s rebuttal statement— 

(A) A request will be deemed 
complete at the end of the 30-day 
comment period if CMS does not 
receive written comments from the 
community. 

(B) A request will be deemed 
complete at the end of the 30-day 
rebuttal period, regardless of whether 
the hospital submits a rebuttal 
statement, if CMS receives written 
comments from the community. 

(ii) If data from an external data 
source are used in the hospital’s request, 
the written comments, or the hospital’s 
rebuttal statement— 

(A) A request will be deemed 
complete no later than 180 days after 
the end of the 30-day comment period 
if CMS does not receive written 
comments from the community. 

(B) A request will be deemed 
complete no later than 180 days after 
the end of the 30-day rebuttal period, 
regardless of whether the hospital 
submits a rebuttal statement, if CMS 
receives written comments from the 


community. 
* * * * * 


PART 412—PROSPECTIVE PAYMENT 
SYSTEMS FOR INPATIENT HOSPITAL 
SERVICES 


w 3. The authority citation for Part 412 
continues to read as follows: 


Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh), sec. 124 of Pub. L. 106-113 (113 
Stat. 1501A-—332), sec. 1206 of Pub. L. 113- 
67, and sec 112 of Pub. L. 113-93. 


§412.3 [Amended] 


@ 4. Section 412.3 is amended by— 
m a. Removing paragraph (c). 


w b. Redesignating paragraphs (d) and 

(e) as paragraphs (c) and (d), 
respectively. 

w c. In redesignated paragraph (d)(1), 
removing the cross-reference ‘‘paragraph 
(e)(2)” and adding in its place the cross- 
reference ‘‘paragraph (d)(2)”’. 


PART 416—AMBULATORY SURGICAL 
SERVICES 


w 5. The authority citation for Part 416 
continues to read as follows: 


Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 


m 6. Section 416.164 is amended by 
revising paragraphs (a)(11) and (b)(5) to 
read as follows: 


§ 416.164 Scope of ASC services. 

(a) x k * 

(11) Radiology services for which 
separate payment is not allowed under 
the OPPS and other diagnostic tests or 
interpretive services that are integral to 
a surgical procedure, except certain 
diagnostic tests for which separate 
payment is allowed under the OPPS; 


* * * * * 


(b) * *k 

(5) Certain radiology services and 
certain diagnostic tests for which 
separate payment is allowed under the 
OPPS. 


* * * * * 


m 7. Section 416.171 is amended by 
revising paragraphs (b)(1), (b)(2), and (d) 
introductory text to read as follows: 


§ 416.171 Determination of payment rates 
for ASC services. 


* * * * * 


(b)* * * 

(1) Covered ancillary services 
specified in § 416.164(b), with the 
exception of radiology services and 
certain diagnostic tests as provided in 
§ 416.164(b)(5); 

(2) The device portion of device- 
intensive procedures, which are 
procedures assigned to an APC with a 
device cost greater than 40 percent of 
the APC costs when calculated 
according to the standard OPPS APC 
ratesetting methodology. 

* * * * * 

(d) Limitation on payment rates for 
office-based surgical procedures and 
covered ancillary radiology services and 
certain diagnostic tests. 
Notwithstanding the provisions of 
paragraph (a) of this section, for any 
covered surgical procedure under 
§ 416.166 that CMS determines is 
commonly performed in physicians’ 
offices or for any covered ancillary 
radiology service or diagnostic test 
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under § 416.164(b)(5), excluding those 
listed in paragraphs (d)(1) and (d)(2) of 
this section, the national unadjusted 
ASC payment rates for these procedures 
and services will be the lesser of the 
amount determined under paragraph (a) 
of this section or the amount calculated 
at the nonfacility practice expense 
relative value units under 

§ 414.22(b)(5)(i)(B) of this chapter 
multiplied by the conversion factor 
described in § 414.20(a)(3) of this 
chapter. 

* * * * * 


PART 419—PROSPECTIVE PAYMENT 
SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES 


= 8. The authority citation for Part 419 
continues to read as follows: 
Authority: Secs. 1102, 1833(t), and 1871 


of the Social Security Act (42 U.S.C. 1302, 
13951(t), and 1395hh). 


w 9. Section 419.2 is amended by 
revising paragraphs (b)(7) and (b)(16) to 
read as follows: 


§419.2 Basis of payment. 


*. * * * * 
(b) a 
(7) Ancillary services; 
* * * * * 


(16) Drugs and biologicals that 
function as supplies when used in a 
surgical procedure (including, but not 
limited to, skin substitutes and similar 
products that aid wound healing and 
implantable biologicals); 


* * * * * 


m 10. Section 419.22 is amended by 
revising paragraph (j) to read as follows: 


§ 419.22 Hospital services excluded from 
payment under the hospital outpatient 
prospective payment system. 
* * * * * 

(j) Except as provided in 
§ 419.2(b)(11), prosthetic devices and 


orthotic devices. 
* - * * * 


m 11. Section 419.32 is amended by 
adding paragraph (b)(1)(iv)(B)(6) to read 
as follows: 


§ 419.32 Calculation of prospective 
payment rates for hospital outpatient 
services. 

* * * * * 


(b) a 

(1) ee 

(iv) x * * 

(B) oe # & 

(6) For calendar year 2015, a 
multifactor productivity adjustment (as 
determined by CMS) and 0.2 percentage 


point. 
* * * * * 


§ 419.46 [Amended] 


w 12. Section 419.46 is amended by— 

@ a. In paragraph (c)(1), removing the 
phrase ‘“‘section 1833(17)(C)” and 
adding in its place the phrase “section 
1833(t)(17)(C)”. 

@ b. In paragraph (d) introductory text 
and paragraph (d)(1), removing the term 
“waiver” and adding in its place the 
term “exception” each time it appears. 
wc. In paragraph (d)(2), removing the 
term ‘‘waivers” and adding in its place 
the term ‘“‘exceptions”’. 

w d. In paragraph (e) introductory text, 
removing the phrase “section 
1833(17)(C)” and adding in its place the 
phrase ‘“‘section 1833(t)(17)(C)”’. 

m 13. Section 419.64 is amended by 
revising paragraph (a)(4)(iv) to read as 
follows: 


§ 419.64 Transitional pass-through 
payments: Drugs and biologicals. 


* * * * * 

(a) ee 

(4) & &  & 

(iv) A biological that is not a skin 
substitute or similar product that aids 


wound healing. 
* * * * * 


w 14. Section 419.66 is amended by 
revising paragraph (b)(3) and removing 
paragraph (b)(4)(iii) to read as follows: 


§ 419.66 Transitional pass-through 
payments: Medical devices. 
* & * * * 

(b)* * * 

(3) The device is an integral part of 
the service furnished, is used for one 
patient only, comes in contact with 
human tissue, and is surgically 
implanted or inserted (either 
permanently or temporarily) or applied 
in or on a wound or other skin lesion. 
* & * * * 


PART 422—MEDICARE ADVANTAGE 
PROGRAM 


g 15. The authority citation for Part 422 
continues to read as follows: 


Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

w 16. Anew § 422.330 is added to 
subpart G to read as follows: 


§ 422.330 CMS-identified overpayments 
associated with payment data submitted by 
MA organizations. 

(a) Definitions. For purposes of this 
section— 

Applicable reconciliation date occurs 
on the date of the annual final deadline 
for risk adjustment data submission 
described at § 422.310(g)(2)(ii). 

Erroneous payment data means 
payment data that should not have been 


submitted either because the data 
submitted are inaccurate or because the 
data are inconsistent with Medicare Part 
C requirements. 

Payment data means data submitted 
by an MA organization to CMS and used 
for payment purposes, including 
enrollment data and data submitted 
under § 422.310. 

(b) Request to correct payment data. 
(1) When CMS identifies erroneous 
payment data submitted by an MA 
organization (other than an error 
identified through the process described 
in § 422.311), CMS may send a data 
correction notice to the MA organization 
requesting that the MA organization 
correct the payment data. 

(2) The notice will include or make 
reference to the specific payment data 
that need to be corrected, the reason 
why CMS believes that the payment 
data are erroneous, and the timeframe 
for correcting the payment data. 

(c) Payment offset. (1) If the MA 
organization fails to submit the 
corrected payment data within the 
timeframe as requested in accordance 
with paragraph (b) of this section, CMS 
will conduct a payment offset against 
payments made to the MA organization 
if— 

(i) The payment error affects 
payments for any of the 6 most recently 
completed payment years; and 

(ii) The payment error for a particular 
payment year is identified after the 
applicable reconciliation date for that 
payment year. 

(2) CMS will calculate the payment 
offset amount using the correct payment 
data and a payment algorithm that 
applies the payment rules for the 
applicable year. 

d) Payment offset notification. CMS 
will issue a payment offset notice to the 
MA organization that includes at least 
the following: 

(1) The dollar amount of the offset 
from plan payments. 

(2) An explanation of how the 
erroneous data were identified and used 
to calculate the payment offset amount. 

(3) An explanation that, if the MA 
organization disagrees with the payment 
offset, it may request an appeal within 
30 days of issuance of the payment 
offset notification. 

(e) Appeals process. If an MA 
organization does not agree with the 
payment offset described in paragraph 
(c) of this section, it may appeal under 
the following three-level appeal process: 

(1) Reconsideration. An MA 
organization may request 
reconsideration of the payment offset 
described in paragraph (c) of this 
section, according to the following 
process: 
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(i) Manner and timing of request. A 
written request for reconsideration must 
be filed within 30 days from the date 
that CMS issued the payment offset 
notice to the MA organization. 

(ii) Content of request. The written 
request for reconsideration must specify 
the findings or issues with which the 
MA organization disagrees and the 
reasons for its disagreement. As part of 
its request for reconsideration, the MA 
organization may include any additional 
documentary evidence in support of its 
position. Any additional evidence must 
be submitted with the request for 
reconsideration. Additional information 
submitted after this time will be rejected 
as untimely. 

(iii) Conduct of reconsideration. In 
conducting the reconsideration, the 
CMS reconsideration official reviews 
the underlying data that were used to 
determine the amount of the payment 
offset and any additional documentary 
evidence timely submitted by the MA 
organization. 

iv) Reconsideration decision. The 
CMS reconsideration official informs 
the MA organization of its decision on 
the reconsideration request. 

(v) Effect of feccuateation decision. 
The decision of the CMS 
reconsideration official is final and 
binding unless a timely request for an 
informal hearing is filed in accordance 
with paragraph (e)(2) of this section. 

(2) Informal hearing. An MA 
organization dissatisfied with CMS’ 
reconsideration decision made under 
paragraph (e)(1) of this section is 
entitled to an informal hearing as 
provided for under paragraphs (e)(2)(i) 
through (e)(2)(v) of this section. 

(i) Manner and timing for request. A 
request for an informal hearing must be 
made in writing and filed with CMS 
within 30 days of the date of CMS’ 
reconsideration decision. 

(ii) Content of request. The request for 
an informal hearing must include a copy 
of the reconsideration decision and 
must specify the findings or issues in 
the decision with which the MA 
organization disagrees and the reasons 
for its disagreement. 

(iii) Informal hearing procedures. The 
informal hearing will be conducted in 
accordance with the following: 

(A) CMS provides written notice of 
the time and place of the informal 
hearing at least 30 days before the 
scheduled date. 

(B) The informal hearing is conducted 
by a CMS hearing officer who neither 
receives testimony nor accepts any new 
evidence that was not timely presented 
with the reconsideration request. The 
CMS hearing officer is limited to the 
review of the record that was before the 


CMS reconsideration official when CMS 
made its reconsideration determination. 

(C) The CMS hearing officer will 
review the proceeding before the CMS 
reconsideration official on the record 
made before the CMS reconsideration 
official using the clearly erroneous 
standard of review. 

(iv) Decision of the CMS hearing 
officer. The CMS hearing officer decides 
the case and sends a written decision to 
the MA organization explaining the 
basis for the decision. 

(v) Effect of hearing officer’s decision. 
The hearing officer’s decision is final 
and binding, unless the decision is 
reversed or modified by the 
Administrator in accordance with 
paragraph (e)(3) of this section. 

(3) Review by the Administrator. The 
Administrator review will be conducted 
in the following manner: 

(i) An MA organization that has 
received a hearing officer’s decision 
may request review by the 
Administrator within 30 days of the 
date of issuance of the hearing officer’s 
decision under paragraph (e)(2)(iv) of 
this section. The MA organization may 
submit written arguments to the 
Administrator for review. 

(ii) After receiving a request for 
review, the Administrator has the 
discretion to elect to review the hearing 
officer's determination in accordance 
with paragraph (e)(3)(iv) of this section 
or to decline to review the hearing 
officer’s decision. 

(iii) If the Administrator declines to 
review the hearing officer’s decision, the 
hearing officer’s decision is final and 
binding. 

(iv) If the Administrator elects to 
review the hearing officer’s decision, the 
Administrator will review the hearing 
officer's decision, as well as any 
information included in the record of 
the hearing officer’s decision and any 
written argument submitted by the MA 
organization, and determine whether to 
uphold, reverse, or modify the hearing 
officer’s decision. 

(v) The Administrator’s determination 
is final and binding. 

(f) Matters subject to appeal and 
burden of proof. (1) The MA 
organization’s appeal is limited to CMS’ 
finding that the payment data submitted 
by the MA organization are erroneous. 

(2) The MA organization bears the 
burden of proof by a preponderance of 
the evidence in demonstrating that 
CMS’ finding that the payment data 
were erroneous was incorrect or 
otherwise inconsistent with applicable 
program requirements. 

(g) Applicability of appeals process. 
The appeals process under paragraph (e) 
of this section applies only to payment 


offsets under paragraph (c) of this 
section. 


PART 423—VOLUNTARY MEDICARE 
PRESCRIPTION DRUG BENEFIT 


w 17. The authority citation for Part 423 
continues to read as follows: 

Authority: Secs. 1102, 1106, 1860D-1 
through 1860D—42, and 1871 of the Social 


Security Act (42 U.S.C. 1302, 1306, 1395w— 
101 through 1395w-152, and 1395hh). 


mw 18. A new § 423.352 is added to read 
as follows: 


§ 423.352 CMS-identified overpayments 
associated with payment data submitted by 
Part D sponsors. 


(a) Definitions. For purposes of this 
section— 

Applicable reconciliation date occurs 
on the later of either the annual 
deadline for submitting— 

(1) Prescription drug event (PDE) data 
for the annual Part D payment 
reconciliations referred to in 
§ 423.343(c) and (d); or 

(2) Direct and indirect remuneration 
data. 

Erroneous payment data means 
payment data that should not have been 
submitted either because the data 
submitted are inaccurate or because the 
data are inconsistent with Medicare Part 
D requirements. 

Payment data means data submitted 
by a Part D sponsor to CMS and used 
for payment purposes, including 
enrollment data and data submitted 
under § 423.329(b)(3), § 423.336(c)(1), 
and § 423.343, and data provided for 
purposes of supporting allowable 
reinsurance costs and allowable risk 
corridor costs as defined in § 423.308, 
including data submitted to CMS 
regarding direct and indirect 
remuneration. 

(b) Request to correct payment data. 
(1) When CMS identifies erroneous 
payment data submitted by a Part D 
sponsor, CMS may send a data 
correction notice to the Part D sponsor 
requesting that the Part D sponsor 
correct the payment data. 

(2) The notice will include or make 
reference to the specific payment data 
that need to be corrected, the reason 
why CMS believes that the payment 
data are erroneous, and the timeframe 
for correcting the payment data. 

(c) Payment offset. (1) If the Part D 
sponsor fails to submit the corrected 
payment data within the timeframe as 
requested in accordance with paragraph 
(b) of this section, CMS will conduct a 
payment offset against payments made 
to the Part D sponsor if— 
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(i) The payment error affects 
payments for any of the 6 most recently 
completed payment years; and 

(ii) The payment error for a particular 
payment year is identified after the 
applicable reconciliation date for that 
payment year. 

(2) CMS will calculate the payment 
offset amount using the correct payment 
data and a payment algorithm that 
applies the payment rules for the 
applicable year. 

(d) Payment offset notification. CMS 
will issue a payment offset notice to the 
Part D sponsor that includes at least the 
following: 

(1) The dollar amount of the offset 
from plan payments. 

(2) An explanation of how the 
erroneous data were identified and used 
to calculate the payment offset amount. 

(3) An explanation that, if the Part D 
sponsor disagrees with the payment 
offset, it may request an appeal within 
30 days of issuance of the payment 
offset notification. 

(e) Appeals process. If a Part D 
sponsor does not agree with the 
payment offset described in paragraph 
(c) of this section, it may appeal under 
the following three-level appeal process: 

(1) Reconsideration. A Part D sponsor 
may request reconsideration of the 
payment offset described in paragraph 
(c) of this section, according to the 
following process: 

(i) Manner and timing of request. A 
written request for reconsideration must 
be filed within 30 days from the date 
that CMS issued the payment offset 
notice to the Part D sponsor. 

(ii) Content of request. The written 
request for reconsideration must specify 
the findings or issues with which the 
Part D sponsor disagrees and the reasons 
for its disagreement. As part of its 
request for reconsideration, the Part D 
sponsor may include any additional 
documentary evidence in support of its 
position. Any additional evidence must 
be submitted with the request for 
reconsideration. Additional information 
submitted after this time will be rejected 
as untimely. 

(iii) Conduct of reconsideration. In 
conducting the reconsideration, the 
CMS reconsideration official reviews 
the underlying data that were used to 
determine the amount of the payment 
offset and any additional documentary 
evidence timely submitted by the Part D 
sponsor. 

(iv) Reconsideration decision. The 
CMS reconsideration official informs 
the Part D sponsor of its decision on the 
reconsideration request. 

(v) Effect of reconsideration decision. 
The decision of the CMS 
reconsideration official is final and 


binding unless a timely request for an 
informal hearing is filed in accordance 
with paragraph (e)(2) of this section. 

(2) Informal hearing. A Part D sponsor 
dissatisfied with CMS’ reconsideration 
decision made under paragraph (e)(1) of 
this section is entitled to an informal 
hearing as provided for under 
paragraphs (e)(2)(i) through (e)(2)(v) of 
this section. 

(i) Manner and timing for request. A 
request for an informal hearing must be 
made in writing and filed with CMS 
within 30 days of the date of CMS’ 
reconsideration decision. 

(ii) Content of request. The request for 
an informal hearing must include a copy 
of the reconsideration decision and 
must specify the findings or issues in 
the decision with which the Part D 
sponsor disagrees and the reasons for its 
disagreement. 

(iii) Informal hearing procedures. The 
informal hearing will be conducted in 
accordance with the following: 

(A) CMS provides written notice of 
the time and place of the informal 
hearing at least 30 days before the 
scheduled date. 

(B) The informal hearing is conducted 
by a CMS hearing officer who neither 
receives testimony nor accepts any new 
evidence that was not timely presented 
with the reconsideration request. The 
CMS hearing officer is limited to the 
review of the record that was before the 
CMS reconsideration official when CMS 
made its reconsideration determination. 

(C) The CMS hearing officer will 
review the proceeding before the CMS 
reconsideration official on the record 
made before the CMS reconsideration 
official using the clearly erroneous 
standard of review. 

(iv) Decision of the CMS hearing 
officer. The CMS hearing officer decides 
the case and sends a written decision to 
the Part D sponsor explaining the basis 
for the decision. 

(v) Effect of hearing officer’s decision. 
The hearing officer’s decision is final 
and binding, unless the decision is 
reversed or modified by the 
Administrator in accordance with 
paragraph (e)(3) of this section. 

(3) Review by the Administrator. The 
Administrator review will be conducted 
in the following manner: 

(i) A Part D sponsor that has received 
a hearing officer’s decision may request 
review by the Administrator within 30 
days of the date of issuance of the 
hearing officer’s decision under 
paragraph (e)(2)(iv) of this section. The 
Part D sponsor may submit written 
arguments to the Administrator for 
review. 

(ii) After receiving a request for 
review, the Administrator has the 


discretion to elect to review the hearing 
officer’s determination in accordance 
with paragraph (e)(3)(iv) of this section 
or to decline to review the hearing 
officer’s decision. 

(iii) If the Administrator declines to 
review the hearing officer’s decision, the 
hearing officer’s decision is final and 
binding. 

(iv) If the Administrator elects to 
review the hearing officer’s decision, the 
Administrator will review the hearing 
officer’s decision, as well as any 
information included in the record of 
the hearing officer’s decision and any 
written argument submitted by the Part 
D sponsor, and determine whether to 
uphold, reverse, or modify the hearing 
officer’s decision. 

(v) The Administrator’s determination 
is final and binding. 

(f) Matters subject to appeal and 
burden of proof. (1) The Part D 
sponsor’s appeal is limited to CMS’ 
finding that the payment data submitted 
by the Part D sponsor are erroneous. 

(2) The Part D sponsor bears the 
burden of proof by a preponderance of 
the evidence in demonstrating that 
CMS’ finding that the payment data 
were erroneous was incorrect or 
otherwise inconsistent with applicable 
program requirements. 

(g) Applicability of appeals process. 
The appeals process under paragraph (e) 
of this section applies only to payment 
offsets under paragraph (c) of this 
section. 


PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 


g 19. The authority citation for Part 424 
continues to read as follows: 


Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 


m 20. Section 424.13 is amended by— 
w a. Revising paragraph (a) introductory 
text. 
m b. Removing paragraph (a)(1). 
w c. Redesignating paragraphs (a)(2), (3), 
and (4) as paragraphs (a)(1), (2), and (3), 
respectively. 
w d. Revising redesignated paragraph 
(a)(1)(i). 
m ec. Revising paragraph (b). 

The revisions read as follows: 


§ 424.13 Requirements for inpatient 
services of hospitals other than inpatient 
psychiatric facilities. 

(a) Content of certification and 
recertification. Medicare Part A pays for 
inpatient hospital services (other than 
inpatient psychiatric facility services) 
for cases that are 20 inpatient days or 
more, or are outlier cases under subpart 
F of part 412 of this chapter, only if a 
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physician certifies or recertifies the 
following: 

(1) =a = & 

(i) Continued hospitalization of the 
patient for medical treatment or 


medically required diagnostic study; or 
* * * * * 


(b) Timing of certification. For outlier 
cases under subpart F of Part 412 of this 


chapter, the certification must be signed 
and documented in the medical record 
and as specified in paragraphs (e) 
through (h) of this section. For all other 
cases, the certification must be signed 
and documented no later than 20 days 
into the hospital stay. 


* * * * * 





Dated: October 22, 2014. 
Marilyn Tavenner, 
Administrator, Centers for Medicare & 
Medicaid Services. 

Dated: October 26, 2014. 
Sylvia M. Burwell, 
Secretary, Department of Health and Human 
Services. 
[FR Doc. 2014-26146 Filed 10-31-14; 4:15 pm] 
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isis asinedatctouvedneuubenssanaeens 66607 

WN isitie ds ousoisasaabn encased 66607 

21 CFR 

Proposed Rules: 

IR occaspok cea saexgnsbseaepenavons 65909 

22 CFR 

ME os cdsicdwivaviasiveseiedisoacts 66608 

Wee ag so a5sssas casabccsvaniaseieined 66608 

Roa caasdsessaisusteeeeatevarsioaesst 66608 

Tag eciericntincveosd 66608, 66615 

24 CFR 

MES oaavirevevadottenes cutaveanevcocaes 65140 

25 CFR 

Proposed Rules 

Wass venctecsinevdeneidisiceteaes 65360 

26 CFR 

Pa teteadce eens cea 65142, 66616 

Proposed Rules 

Wisse dovacenen eacuevdjenadesasiwaccsenes 65151 

28 CFR 

Proposed Rules 

WR gener cap cela hasiecteipcabrapne 66659 

29 CFR 

PROS vhkcai sass vesie canawsibedens 66617 

30 CFR 

Proposed Rules 

Nove ccavsis oedecraditaseaniecsl 66345 

32 CFR 

ON escheat cctsiueiarecadssbeoenedete 66290 

33 CFR 

WAN ecessecc 65142, 65339, 66621 

MOB ccd 65340, 65895, 66622 
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Proposed Rules: 


Gia cc sicvacssracasaseoessanenensess 65361 
37 CFR 

Proposed Rules: 

MN sagan scecadckiecncwassnsusdgeie' 65609 
38 CFR 

MUP aatierativisicvadicisaptsaiasieaieeas 65571 
39 CFR 

NN eae os accccscsaucduncasassesteaneeds 65342 
40 CFR 

MA ie sisais antiessuictasestessage! 65897 
ee sv ecaneias 65143, 65346, 65587, 


65589, 65901, 66291, 66626, 
66641, 66651, 66654 


FOO i cscesee 66294, 66302, 66305, 
66308 
ei caisesnctbsescesencivaaniseiatedd 65589 
PN wobec caseecatncedesinascanivenbans 66655 
Proposed Rules: 
Mee cons csssnvucnsextiavacdsausedaigassds 65910 
OE isccscesad 65362, 65366, 66663, 
66670 
COP acecsesicas 65482, 66346, 66512 
Basa sactpaccccaxadadecocseanetonoeds 66512 
We acc accacun den Gaaoacaccanuanared: 66679 


41 CFR 


47 CFR 
Wat ccadsacacsoaeinsccanersiearadesaneds 65906 
Wagesstectaniendsedesistadeasiatanaven 65906 
MB liiittnsdainisassaudabesteiataas 65906 
Ms scaccstsats igsiracearadiceae: 65348 
WD sasivoxsuvecanccsnasluas 65906, 66312 
GE Wichisesistiytacdaintndateccaanedigee 65906 
CDi aciviuacitsistadinigidaxisautiadesa: 65906 
WN Wiasiecsieiteastvagaaiaas 65350, 65906 
Proposed Rules: 

pag iaaiandedueitadataxeudagauaiiwiwaad 65371 
Wdetvsnstassseutusasadneutivasactasaade: 65371 
Be ikisticsieataenid nds aaeee 65371 
Web as sdixdaudwatiascrcanavtesvtacaiedd 65371 
EE sisi siaseiqesiecacduacucainaqieenes 65371 
Pir aiiusdstddaysesaictsaneesdesssdentes 65371 
CO ivsdiaseaisiaadd Sicatiestaieas 65371 
48 CFR 
NA iasdia iss asta cedars ecasagads 65816 
MW ia ciiedieiccesesiiastasstiae 65592 
MMM ica cilasteaddeateteniensciaiones 65816 
MMM eis sssdedeiaiaudduasasseauaqeanet 65592 
BN i ascasseaucnasioxses etaussidadents 65592 
MR Veacssatsiztscasssasn 65592, 65816 
Proposed Rules: 
MON Fick cidkeSasdceunadiasenichasiuts 65912 
MUD sca dendeaacansgudadedaccsisacks 65912 
BUI axi ciate isiesaadadantacsannane 65912 
OUI iiss Digceaadasasdecaiwnaadicades 65912 


EWU iscchiceqasatievesaswadasanaateds 65912 
AN aac iicscdienaeiniatas 65912, 65917 
MN iiss dcasuasccscacassidasatuacaitel 65912 
MWR iitasaccvansssnsviglerwedsanigees 65912 
BN iiisis ee eeaeinncsee 65912 
ONG Bisscsitguavasneeas 65912, 65917 
GRIP a ssscsasatacatadacdatasiceedia’ 65912 
Se iiiixidictsatincstuatseeate 65912 
DOM iicisacssiicads anaadaaneaiieas 65912 
CA ii csinacasavinikiadgactaraisassas 65912 
MNP icickcsiacidiaticiusatdbeanalacan 65912 
MO ice sis sacacdantanaatuassuates 65912 
a aha sicsnadisiaidaierss 65912, 65917 
49 CFR 

A icasainticsteadtetisiniteedecess 66460 
RO iikuiscsanctiscxatasecisteadoae 66460 
GOT Tisassdasdiataansinesscausistieas 66460 
50 CFR 

MWe tanketesatidisitunasvicbssncaedads 65595 
MN iat iiasdetdieaiccaatissustaesanel 65327 
Sia tian dcataadnseatsudaansajees 66313 
RA ida dikikcssetsatlasaatidauiaaaal 66316 
GAGs issadsassiaicasads 66323, 66324 
FO eas tnbccca sean stasasenteas 66324 
Proposed Rules: 

PAM isin caaistasdiacedtsatasiatsaat 65918 
IM i cidaawasaadewdadasecsseascsdoueas 65918 
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